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40 CFR Part 761 

[OPTS-62032A; TSH-FRL-2587-1 l 

Toxic Substances Control Act; 
Polychlorinated Biphenyls (PCBa) 
Manufacturing, Procesamg, 
Distribution in commerce. and U~e 
Prohibitions; Exclusions, Exempt1ons, 
and Use A4Jttlcrtzations 

AGENCY: Environmental Protection 
Agency (EPA). 
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ACTION: Final rule. 

SUMMARY: The Toxic Substances 
Control Act [TSCA). 15 U.S.C. 2.6\JS(ej. 
generally prohibits the manufacture. 
processing, distribution in commerce. 
and use of polychlorinated biphenyls 
(PCBs). EPA issued a final rule 
published :n the Federal Register of 
October 21. 1982 [47 FR 46980), 
excluding PCBs generated in closed and 
controiled waste manufacturing 
processes from the TSCA pr::>hil::.it10ns. 
This final rule amends the October 21. 
1982 rule by excluding additional 
processes from regulatjon. based on 
EPA's determination that PCBs 
generateJ in these processes do not 
present an unreasonable risk of injury to 
health or the environment. ln addition. 
this notice defers action on 49 
exemption petitions to manufacture. 
process. and distribute PCBs in 
commerce: authorizes the use of PCBs in 
heat transfer and hydraulic systems at 
concentrations of less than 50 parts per 
million [ppm): and authorizes the use of 
PCBs in the compressors and in the 
liquid of natural gas pipelines at 
concentrations of less than 50 ppm. 

DATES: These regulations shall be 
considered promulgated for purposes of 
judicial revtew at 1:00 p.m. eastern 
standard time on July 24. 1984. These 
regulations shall become effective on 
October 1. 1984. 

FOA FURTHER INFORMAnON CONTACT: 

Edward A. Klein. Director, TSCA 
Assistance Office (TS-799), Office of 
Toxic Substances. Environmenta~ 
Protection Agency. 401 M St SW .. 
Washington. D.C. 20460. Toll Free: (800-
424-9065), In Washington. D.C.: [554-
1404). Outside the USA: (Operator-202-

.554-1404 ). 

sur.uuENTARY INFORMAnON: OMB 
Control Number: 207()....00()8. 

I. Overview of This Final Rule 

in today's rule. EPA is taking four 
actions concerning PCBs. These actions 
are: (1) An amendment of the October 
21. 1982 Closed and Controlled Waste 
Maunfacturing Processes Rule: [2) '3 

deferral of action on 49 exemption 
petitions to manufacture. process. and 
distribute in commerce-inadvertentlv 
generated PCBs: [3) a use authorization 
for PCBs in hydraulic and heat transfer 
nuid: and (4) a use authonzation for 
PCBs in the compressors and liquid of 
natural gas pipeline systems. Units II. 
liL IV. and V. respectively, discuss these 
actions in detail. 

.. 
II. Amendment to the Closed and 
Controlled Waste Manufacturicg 
Processes Rule 

.-1. Overview of This Amendr:u:nt 

This rule will permit the manufacture. 
processing. distribution in commerce. 
and use of inadvertently generated and 
recycled PCBs under limited 
circumstances. It is based on a 
determination that exposure to these 
PCBs would not present an 
unreasonable risk to health or the 
environment. This determination takes 
mto account the effects from exoosure 
to inadverten:ly generated and ~ecycled 
PCBs. as well as the cost of controlling 
these PCBs. The regulatory history of 
this amendment and t.he no 
unreasonable risk determination are 
described in greater detail in the 
remainder of this Unit of the preamble. 

EPA emphasizes that while today's 
rule sets certain limits on inadvertently 
generated and recycled PCBs released to 
air, water, products. and waste in 
certain processes, the Agency is not 
implying that these release limits 
represent an absolutely safe level. 
Rather. the Agency has decided that the 
risks associated with allowing the levels 
of PCBs in this regulation are not 
unreasonable. This means that EPA has 
set these levels based on a balancing of 
the costs associated with setting even 
lower limits (or removing PCBs entirely 
from the products in question) with the 
attendant reduction in risk that would 
result from stricter regulation. EPA has 
concluded that stricter regulation would 
result in great expense for a small 
increment in risk reduction. 

B. Background 

Section 6(e) of TSCA generally 
prohibits the manufacture. processing, 
distribution in commerce. and use of 
PCBs. Section 8(e)(3)(B) ofTSCA 
provides that any person may petition 
EPA for one-year exemptions from the 
prohibitions on manufacture. processing. 
and distribution in commerce of PCBs. 
EPA may grant such petitions. by rule. if 
the following two conditions are 
satisfied: (1) The exemption. if granted. 
would not present an unreasonable Msk 
of injury to health or the environment: 
and (2) good faith efforts have been 
made to develop a PCB substitute which 
does not present an unreasonable risk of 
injury. In addition. section 6(e)(2) of 
TSCA permits EPA to exempt from the 
PCB ban totally enclosed uses of PCBs 
and authorizes EPA to allow 
continuation of non-totally enclosed 
uses of PCBs if the uses will not present 
an unreasonable risk of injury to health 
or the environment. 

in the Federal Register on May 31. 
1979 (44 FR 31514), EP.'\ issued a 
regulation to implement the prohibitions 
of section 6( e) oi TSCA. [Th1s rule :S 

hereafter referred to as the PCB Ban 
Rule.) Among other provisions, that ruie: 
(1) Generally excluded from regulation 
materials containing PCBs in 
concentrations of less than 50 ppm: [2) 
designated all intact. non-leakmg 
capacitors. electromagnets, and 
transformers (other than railroad 
transiormers) as "totally enclosed." and 
permitted their use without specific 
conditions: and (3) authorized 11 non
totallv enclosed uses of PCBs. based on 
the finding that they did not present 
unreasonable risks. 

The En\oironmental Defense Fund 
(EDF) obtained judicial review of the 
PCB Ban Rule in the U.S. Court of 
Appeals for the District of Columbia 
Circuit in EDFv. EP.4. 638 F.2d 1267 
(D.C. Cir. 1980). On October 30, 1980. the 
court invalidated the regulatory 
exclusion of PCBs in concentrations of 
lesa than 50 ppm and EPA's 
determination that the use of PCBs in 
electrical equipment was "totally 
enclosed." However. the court upheld 
the use authorizations. This rule was 
remanded to EPA by the court for 
further action consistent with its 
opinion. 

The issuance of the court's mandate 
without a stay would have adversely 
affected many industries throughout the 
United States. including both the 
electrical utility industry and certain 
segments of the chemical industry 
whose processes inadvertently 
generated PCBs as impurities or 
byproducts in concentrations below 50 
ppm. Accordingly, on January 21. 1981. 
EPA. EDF. and certain industry 
intervenors in EDF v. EPA filed a joint 
motion with the court. The motion asked 
for a stay of that part of the court's 
mandate which set aside the designation 
of transformers. capacitors. and 
electromagnets as totally enclosed. 
During the period of the stay. EPA 
agreed to conduct a rulemaking on the 
use of PCBs in electrical eqUipment. On 
February 12. 1981. the court granted this 
joint motion. EPA subsequently 
addressed the use of certain electrical 
equipment containing PCBs in a rule. 
which was published in the Federal 
Register of August 25. 1982 ( 47 FR 
37342). This will be referred to nereafter 
as the Electrical Equipment Rule. 

The genesis of today's rule was 
another joint motion filed by the 
Chemical Manufacturers Association 
(CMA). EDF and other industry 
intervenors in EDFv. EPA on Februarv 
20. 1981. That motion sought a stay of· 
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tha~ - .,rt of the coun's mandate 
ovr :Jroing the 50 ppm cutoff 
• .; blished in the PCB Ban Rule. This 

:0tion also proposed 'that during the 
period of the stay: (1) EPA would 
conduct new ruleniaking wllh, respect to 
PCBs generated in low concentrations: 
and (2) industry groups would initiate 
studies to provide new information for 
subsequent rulemaking. A brief history 
of the events subsequent to the February 
20. 1981 motion will explain how EPA 
arrived at today's rule. 

Throughout the discussions leading to 
the February 20. 1981 joint motion. 
chemical industry represen ta ti ves 
argued that some of their manufacturing 
processes inadvertently generate PCBs 
that present virlually no health or 
environmental risk because of limited 
PCB exposure potential. industry 
representatives stated that some 
processes generating PCBs as 
byproducts are designed and operated 
so that no releases of PCBs occur or that 
the PCBs formed in the processes are 
disposed of in accordance with the PCB 
disposal regulations at 40 CFR 761.60. 
These processes were referred to as 
"closed manufacturing processes" and 
"controlled waste manufacturing 
processes," respectively. The joint 
motion proposed that EPA issue an 
ANPR to exclude these closed and 
controlled waste manufacturing 
processes from the prohibitions of 
section 6(ef of TSCA. 

in addition to addressing the closed 
and controlled waste manufacturing 

, processes. the February 20. 1981 joint 
motion also proposed the publication of 
an ANPR requesting information on all 
other manufacturing. processing. 
distribution in commerce, and use of 
PCBs in low concentrations. Such PCBs 
generated in and released from other 
than closed or controlled waste 
manufacturing processes are hereafter 
referred to as "uncontrolled PCBs" or 
"inadvertently generated PCBs." These 
PCBs which are not intentionally 
generated are also referred to as "non· 
Aroclor" PCBs. These non-Aroclor. 
inadvertently generated. PCBs are the 
principal subject of this rulemaking. 

On April13. 1981. the court entered an 
order in response to the February 20. 
1981 joint motion. That order stayed the 
issuance of the court's mandate with 
respect to activities involving PCBs in 
concentrations of less than 50 ppm. 
Thus. the 50 ppm regulatory limit 
established in the PCB Ban Rule remains 
in effect for the dura lion of the stay, and 
persons who manufacture. process. 
distribute in commerce. and use PCBs in 
concentrations of less than 50 ppm may 
continue these activities during the stay. 

However. once the stay is lifted. any 
acth·ity involving any quantifiable level 
of PCBs (as discussed in this notice) is 
banned unless that activity is 
specifically excluded. exempted. or 
authorized by regulation. 

The court order of Aprtl13. 1981 
required EPA to take three actions. EPA 
was required to: [1) Issue A."iPRs 
covering PCBs in concentrations of less 
than 50 ppm: (2) promulgate a final rule 
bv October 13. 1982 to exclude 
g~neration of PCBs in closed and 
controlled waste manufacturing 
processes from the prohibitions of 
sections 6{e)(3l(A) ofTSCA: and (3) 
adVlse the court bv March 13, 1982 of 
EPA's plans and schedule for further 
action on PCBs generated as 
uncontrolled PCBs in concentrations of 
less than 50 ppm. 

EPA issued two ANPRs on the 50 ppm 
regulatory limit which were published in 
the Federal Register of May 20. 1981 (46 
FR 17617 and 46 FR 17619). The 'ANPRs 
established two separate rulemaking 
proceedings with respect to PCBs in 
concentrations of less than 50 ppm. The 
first ANPR annourrced ru.lemaking 
acth•ities on PCBs generated in closed 
and controlled waste manufacturing 
processes. The second ANPR announced 
the rulemaking activities for 
uncontrolled PCBs. 

In accordance with the April 13, 1981 
court order. EPA on March 11. 1982 
submitted a report to the court that set 
forth EPA's plans for further regulation 
of uncontrolled PCBs. Since the number 
of processes generating uncontrolled 
PCBs is related to the number of closed 
and controlled waste manufacturing 
processes. EPA requested that the court 
allow EPA to report on its further plans 
for regulation of uncontrolled PCBs 
following the completion of the Closed 
and Controlled Waste Manufacturing 
Processes Rule. EPA also requested that 
the court extend its stay of mandate 
until December 1. 1982. to allow EPA 
time to develop detailed plans for 
regulating uncontrolled PC& after 
issues were resolved in the Closed and 
Controlled Waste Manufacturing 
Processes Rule. On April 9. 1982. the 
court issued an order granting EPA's 
request. 

The Closed and Controlled Waste 
Manufacturing Processes Rule was 
published in the Federal Register of 
October 21. 1982 (47 FR 46980). That rule 
provides an exclusion from the general 
ban on the manufacture, processing and 
distribution in commerce of PCBs for 
closed and controlled waste 
manufacturing processes. The Closed 
and Controlled Waste Manufacturing 
Processet Rule seta the limits for 

inadvertently generated. non-Aroclor 
PCBs in products. air em1ssions and 
water discharges at the limit of 
quantitation (LOQ] and controls 
disposal of waste containing PCBs 
above the LOQ. These exclusions from 
the prohibitions of section -fl(e) of TSCA 
were based on EPA's determination that 
rtsk would be de minimis, because there 
would be no measurable gain in 
protection of the environment or public 
health by attempting to regulate PCBs at 
levels that are nonquantifiable for all 
practical pu:rposes. This 
environmentally conservative approach 
was taken because data were not 
available at tha{ time to determine if 
higher concentration levels were 
appropriate. 

C. Background for Today·s Amendment 

After issuing the final Closed and 
Controlled Waste Manufacturing 
Processes Rule. EPA in accordance with 
the April 9. 1982 court-order. submitterl 
to the court a plan for regulating 
uncontrolled PCBs. EPA stated that it 
intended to propoae a rule by December 
1. 1983 and to issue a final rule for 
uncontrolled PCBs by July 1. 1984. EPA 
also requested an extension of the 
court's stay of mandate until October 1. 
1984. in response to this request. the 
court on December 17. 1982 stayed the 
mandate until further order. In addition. 
the court ordered EPA to submit a 
progress report on March 31. 1983 and 
quarterly thereafter. In accordance w1th 
this December 17, 198.2 order, EPA 
submitted progress reports at the end of 
March. June. September and December 
1983: March and June 1984. 

On April 13, 1983. CMA. EDF. and the 
Natural Resources Defense Council 
(NRDC] presented a doCUF~erit to EPA 
entitled "Recommendation of the Parties 
for a Final EPA Rule on inadvertent 
Generation of PCBs." This document 
represents a consensus proposal of 
CM.A. EDF. and NRDC and was the 
culmmation of an independent 
negotiation efforl between those parties 
that began in mid-1982. 

The consensus proposal was des1gned 
to-allow the manufacture of chem1cais in 
processes that inadvertently generate 
PCBs if certain conditions are met In 
the consensus proposal. EDF. NRDC. 
and CMA proposed five bas1c 
conditions that would have to be met in 
order to qualify for an exclusion from 
the TSCA section 6(e)(3)(AJ 
prohibitions. These conditions were: 

1. Concentrations of inadvertentiy 
generated PCBa in products are to be 
limited to a 25 ppm average per year and 
a maximum of 50 ppm at any g~>·en time. 
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2. Concentrations of inadvertently 
generated PCBs at the point where such 
PCBs are vented to the ambient air are 
to be less than 10 ppm. 

3. Concentrations of inadvertently 
generated PCBs discharged from 
manufacturing sites to water are to be 
less than 0.1 ppm for any resolvable gas 
chromatographic peak. 

4. The concentration of PCBs 
descnbed in item 1 is to be calculated 
aiter dividing the concentration of 
monochlorinated and dichlorinated 
biphenyls by factors of 50 and 5, 
respectively. 

5. Various certifica lion. reporting. and 
record maintenance requirements must 
be met to qualify for this exclusion from 
the general ban on manufacture. 
processing, distribution in commerce. 
and use of PCBs. 

Further. the consensus proposal 
included an "upset provision." This 
provision would have provided an 
affirmative defense for those 
manufacturing situations in which PCB 
levels released are higher than would be 
allowed by the rule. provided that such 
releases are due to factors beyond the 
control of the operator. 

Based on the data analyses EPA had 
completed when it received the 
consensus proposal. the Agency 
determined that it was appropriate to 
use the consensus proposal as a 
framework in this rulemaking. In a Jetter 
to CMA EDF. and NRDC dated June 3. 
1983, EPA stated that it would use the 
consensus proposal as a framework for 
regulation. although it intended to make 
modifications to that framework. 

EPA also received information from a 
number of sources on PCBs that are 
recycled. Recycled PCBs are PCBs that 
were generated in the past and may 
enter certain limited manufacturing 
processes as PCB-contaminated raw 
materials. In general. these are 
intentionally generated PCBs [i.e., 
Aroclor) that are found in low 
concentrations. 

On December 1. 1983. the Agency 
issued the proposed Uncontrolled PCBs 
Rule. Three actions were proposed in 
that notice: (1} An amendment to the 
Closed and Controlled Waste 
Manufacturing Processes Rule that 
would exclude additional activities from 
the TSCA section 6(e] PCB ban: (ZJ a 
deferral of action on 50 petitions 
previously filed under section 
§ 6{ e )(3J(B) of TSCA for exemj:ltions 
from the PCB regulations (see Unit !l.B 
for an explanation of exemption 
petitions). and (3) a use authorization for 
PCBs in heat transfer and hydrauiic 
systems. 

In determining the legal basis for this 
Uncontrolled PCBs Rule. EPA decided to 

adopt an approach under which the 
Agency will authorize those PCB 
activities which do not present 
unreasonable risks. This approach was 
suggested by CMA, EDF and NRDC in 
their consensus proposal. EPA's reason 
for adopting this approach is explamed 
in !he preamble to the proposed 
regulation at 48 FR 55079. The concept of 
unreasonable risk is explained further at 
48 FR 55081. 

To determine which processes would 
be affected by this rolemaking. EPA 
developed a list of approximately 200 
chemical processes with a·potent:al for 
generating PCBs. These chemical 
processes were then ranked as h1gh. 
moderate. or low with respect to their 
potential to generate PCBs. EPA 
identified 70 chemical processes that 
were believed to have a high potential to 
inadvertently generate PCBa. Some of 
the processes included in this list were 
identified in petitions for exemption 
from the PCB Ban Rule that were 
previously submitted to EP.A. The 
Agency focused on this group of 70 
chemical processes in developing its 
assessments of environmental and 
human health exposures used to support 
this rolemaking. 

The major difference between the 
criteria proposed by the Agency and the 
consensus proposal cl'iteria is the · 
addition of a concentration limit of 5 
ppm for PCBs in consumer products with 
a high potential for exposure. These 
consumer products were deodorant bars 
and soaps. and plastic building 
materials and products. EPA also did 
not propose the "upset" provision 
suggested in the consensus proposal. 

In response to the proposed rule, over 
thirty comments were submitted to the 
rulemaking record. No outside parties 
requested a public hearing in this 
rolemaking: therefore. no hearings were 
held. 

D. General Comments on the Proposed 
Amendment 

The majority of the comments 
received in th1s rulemaking generally 
agreed with the exclusions proposed in 
the December 8. 1983 Federal Register 
notice. However. many modifications to 
the rule and the supporting documents 
were suggested by the commenters. This 
Unit of the Preamble discusses many of 
the general comments made in response 
to the proposed rule. Unit F generally 
discusses the health effects and 
exposure assessment support documents 
and comments made with respect to 
these support documents. For f"..lrther 
information concerning all of the 
comments made in response to the 
proposed rule. please refer to the 
support document "Response to 

Comments on the Proposed 
Uncontrolled PCBs Rule." 

A nUmber of comments were made on 
the exclusion for consumer products 
with a high potential for exposure. 
Several commenters pointed out that 
deodorant bars are regulated by the 
Food and Drug Admimstration (FDA): 
therefore. these products may not be 
regulated under TSCA. FDA informed· 
EPA that appropriate terminology for 
thia type of product that is not 
controlled by FDA is "detergent bars." 
EPA agrees with these pomts. · 
Accordingly. the wording "soap and 
deodorant bars" ba.a been changed to 
read "detergent bars" as suggested by 
the FDA 

Similarly. several commenters 
suggested that EPA should delete from 
the "plastic building materials and 
products" designation the words "and 
products" because those words are 
redundant. Othercommenters suggested 
that plastic building materials and 
products should be removed altogether 
from the category of "consumer products 
with a high potential for exposure." In 
response to these comments, the Agency 
reevaluated the relevant exposure 
assessment. and determined that the 
exposure is not as great as originally 
estimated. The modifications to the 
exposure assessment are explained in 
the "Response to Comments on the 
Proposed Uncontrolled PCBs Rule." 
Accordingly EPA has removed plastic 
building materials and products from the 
"consumer products with a high 
potential for expoeure" category. The 
PCB concentration in plastic building 
products will be limited to an annual 
average of 2S ppm PCBs with a 50 ppm 
maximum. 

A number of commenters were 
uncertain as to which Aroclor products 
were to be included under the definition 
of recycled PCBs. In today's rule. EPA 
clarifies this issue by stating that the 
only PCBs permitted to be recycled are 
those Aroclor PCBs that emer the paper 
or the asphalt roofing manufacturing 
process as PCB-contaminated raw 
materials. The discounting factors for 
monochlorinated and dichlor'...nated 
biphenyls are not to be used in 
quantifying the recycled PCBs. EPA 
chose these products because 
information submitted to the Agency 
showed that these_were the only 
products in which raw :nater1ais 
contaminated with Aroclor PCBs were 
used in a manufacturing process. 

EPA has received information on 
recycled PCBs from ¢e Amencan Paper 
Institute (APD and the Asphalt Roofing 
Manufacturers Association (.,..Rlv1A). 
API stated that its members have 
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de!o·:·.ed PCBs in paper. pulp. and 
P• :rboard products. It believes that 
·. -;·,o,ent PCBs are the source of the PCBs 
.Jund in its members· products. ARMA. 
which represents about 15 companies. 
stated that asphalt roofing 
manufacturers have detected PCBs in 
asphalt roofing waste :~treams as a 
result of PCBs found in the waste oil 
used to adjust the viscosity of the 
asphalt. The PCBs are present in the 
waste paper used in the production of 
roofing felt. and in the asphalt used for 
saturation of the felt PCBs have not 
been detected in the final asphalt 
roofing_product. 

Two commenters stated that since the 
LOQ for Aroclor PCBs in water is much 
lower than the LOQ described for non
Aroclor PCBs. permissable discharges of 
recycled PCBs (Aroclor PCBs) should be 
set at this lower LOQ level. Setting this 
limit for recycled PCBs is appropriate 
baaed on the environmental risk 
assessment. EPA agrees with these ~ 
comments concerning the LOQ for 
Aroclors. Therefore. the Agency is .. 
modifying the discharge limit to water 
(see Unit ll.l<.3). EPA is setting the 
discharge limit for recycled Aroclor 
PCBs at roughly 3 parts per billion (ppb). 
EPA's reasons for setting the limit are 
explained further in this rulemaking 
record. Unit Vl.D of this preamble also 
explains the relationship of th1s Aroclor 
LOQ to EPA's activities under the Clean 
Water Act. • 

Several commenters questioned the 
designation of certain chemical 
processes as having a high potential to 
inadvertently generate PCBs. EPA 
agrees that not all of the processes 
included on that list in the proposed rule 
inadvertently generate PCBs. The 
Agency has also determined 1hat several 
other processes which inadvertently 
generate PCBs are not on that list. The 
Agency intended that this list be used 
only as a guide in developing a 
regulatory strategy for PCBs. The act of 
inadvertently generating PCBs is the 
primary consideration in deciding if a 
process needs to be certified as an 
excluded manufacturing process. not the 
fact that the process-does/does not 
appear on the list of chemical processes 
with a high potential to inadvertentlv 
generate PCBs. · 

E. Today·s Final Rule 

Based on the considerations 
mentioned above and' other information 
available to the Agency. EPA is 
modifying the criteria for exclusion from 
the prohibitions of section 6(e) of TSCA 
that were proposed on December 6. 
1983. Today·s rule excludes those PCB 
activities (including manufacture. 
processing. distribution in commerce. 

and use] that meet the criteria outlined 
below: 

1. Inadvertently generated PCB 
concentrations in the components of 
detergent bars are limited to less than 5 
ppm. 

2. Inadvertently generated PCB 
concentrations present in all products 
except detergent bars are limited to an 
annual average of 25 ppm with a 50 ppm 
maximum. PCB concentra lions in 
recycled paper are limited to an annual 
average of 25 ppm with a 50 ppm 
maximum. 

3. Inadvertently generated and 
recycled PCB concentrations at the point 
where such PCBs are manufactured or 
processed and are vented to the ambient 
air are limited to less than 10 ppm. 

4. I.Radvertently generated PCB 
concentrations discharged from 
manufacturing or processing sites to 
water are limited to less than 0.1 ppm 
for any resolvable gas chromatographic 
peak. Recycled PCB concentrations 
discharged from manufacturing or 
processing sites to water are limited to 
less than 3 micrograms per liter (.ug/1. 
roughly 3 ppb) total Aroclors. 

5. All process wastes containing 
inadvertently generated or recycled 
PCBs at 50 ppm or greater PCBs are to 
be disposed of in accordance with the 
PCB disposal requirements of 40 CFR 
761.60. 

6. Quantitation of inadvertently 
generated PCBs to meet the cnteria in 
items 1 through 5 is to be calculated 
after discounting the concentration of 
monochlorinated biphenyls by a factor 
of 50 and dichlorinated biphenyls by a 
factor of 5. These discounting factors do 
not apply to recycled PCBs. 

7. The certification. reporting. and 
record maintenance requirements must 
be met. 

F. Effects on Human Health and the 
Environment 

CM.-\, EDF. and NRDC stated in the 
consensus proposal that while the 
parties to the consensus have different 
views on the toxicology of PCBs. they 
believe that their recommendation 
would assure an absence of 
unreasonable risk. According to the 
consensus proposal. the parties 
determmed that it was not necessarv to 
discuss the toxicology of PCBs in order 
to resolve this problem. The parties felt 
that a broad·based consideration of the 
health effects would only lead to further 
litigation. 

To determine whether a risk is 
unreasonable section 6 of TSCA 
requires a balancing of the potenllal for 
harm from exposure as a result of 
manufacture. distribution in commerce. 
use, and disposal of the chemical under 

consideration agamst the cost to society 
of placing restrictions on that chemical. 
Specifically. TSCA requires that the 
followmg factors be constdered: 

1. The effects of inadvertently 
generated and recycled PCBs on human 
health and the environment. 

2. The magnitude of exposure of these 
PCBs to humans and the environment. 

3. The benefits of using those products 
containing PCBs. 

4. The economic impact of this rule 
upon the national economy. small 
business. technological innovation. the 
ennronment. and public health. 

EPA has considered these factors in 
determming that there is no 
unreasonable nsk from an excluded 
activity as well as the qualitative 
approach recommended in the 
consensus proposal. Based on this 
information. EPA is conditionally 
excluding from regulation under section 
6{e) ofTSCA the manufacture. 
processing. distribution in commerce. 
and use of certain inadvertently 
generated non-Aroclor PCBs and the 
processing. distribution in commerce. 
and use of recycled PCBs in certain 
processes. This decision is based on a 
finding that such PCBs present no 
unreasonable risk of injury to human 
health and the environment. 

1. Effects on Human-Health 

Toxicity and exposure are the two 
basic elements of risk. EPA considered 
both of these elements in determining 
the potential risks associated with PCBs 
and in deciding whether to grant an 
exclusion. 

a. Health effects. The toxic effects of 
PCBs have been previously described in 
various documents that are part of the 
rulemaking record for the May 31. 1979 
PCB Ban Rule and the August 25. 1982 
Electrical Equipment Rule. EPA 
summarizes these findingS' here. 

EPA has determined that PCBs are 
toxic and persistent. PCBs can enter the 
body through the lungs. gastrointestinal 
tract. and skin: circulate throughout the 
body: and be stored in the fatty tissue. 
In addihon. EPA concludes that PCBs 
may cause chloracne. reproductive 
effects. developmental toxicity. and 
oncogenicity in humans exposed to 
PCBs. Available data show that some 
PCBs have the ability to alter 
reproductive processes in mammalian 
species. sometimes even at doses that 
do not cause othersigns of toxicity. 
Data from studies usmg animals and 
limited a\·ailable epidemiology data 
indicate that prenatal exposure to PCBs 
can result in various degrees of 
developmentally toxic effects. Postnatal 
effects have been demonstrated in 
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immature animals. following exposure to 
PCBs prenatally and via breast milk. 

Available studies using animals 
indicate an oncogenic potential for 
PCBs. Available epidemiology data. 
however. are not adequate .to confirm or 
negate oncogenic pcttential m humans at 
this time. Further epidemiology research 
would be needed to correlate data from. 
humans and animals. However. when 
considered with all the other 
information. EPA finds no reason to 
suggest that the data from animals 
would not predict an oncogenic 
potential in humans. 

In some cases chloracne has occurred 
in humans exposed to PCBs. Severe 
cases of chloracne are painful. 
disfiguring. and may persist for long 
time periods before the symptoms 
disappear. Although the effects of 
chloracne may be reversible, EPA 
considers these effects to be significant .. 
Since the administration of PCBs to 
experimental animals results in tumor 
formation. reproductive effects and 
developmental toxicity. EPA finds that 
there is the potential to produce these 
effects in humans exposed to PCBs. 

During the comment period on the 
proposed Uncontrolled PCBs Rule. a 
number of commenters presented 
additional information about the health 
effects. In particular. the National 
Electrical Manufacturers Association 
submitted a document prepared by Drill 
et al. A more detailed analysis of these 
comments is presented in EPA's support 
document "Response to Comments on 
the Proposed Uncontrolled PCBs Rule." 

The health and environmental effects 
issues raised by these commenters have 
been considered by EPA throughout the 
long history of its rulemakings on PCBs 
under the Clean Water Act [42 FR 8532. 
February 2, 1977) and TSCA (44 FR 
31514. May 31, 1979). Issues on the 
health effects of PCBs have been the 
subject of litigation in two cases before 
the United States Court of Appeals for 
the District of Columbia Circuit. 636 F.2d 
1267 (1980): 598 F.2d 62 (1978). The 
administrative record in this proceeding 
contains well over one hundred 
documents discussing the effects of 
PCBs. 

As EPA has stated numerous times. 
the health and environmental effects of 
PCBs are of concern to the Agency. 
However. the Agency has acknowledged 
conflicting interpretations of the 
scientific data and disagreements as to 
the weight to be assigned to particular 
data in making regulatory decisions. 
These conflicts have been noted by 
industry and environmental group 
commenters throughout the PCB 
rulemaking proceedings under both the 
Clean Water Act and TSCA. The 

comments submitted in the proceeding 
on today's rule point out the same 
problems with conflicting interpretation 
of scientific evidence and disagreem!!!lts 
over regulatory policymaking. 

There is little value in revisiting these 
issues concerning the health and 
environmental effects of PCBs without 
substantial new information. While a 
number of new studies have been 
conducted on PCBs, those studies have 
not been sufficient to change any of 
EPA's findings wlth respect to the health 
and environmental effects of PCBs. 
Nevertheless. EPA has reviewed the 
data submitted by the commenters. 
which includes information previously 
submitted to the Agency. as well as new 
studies. EPA has determined that there 
is no reason to change its conclusions as 
to the hazards of PCBs. 

b. Exposure assessment. Results of the 
National Human Adipose Tissue Survey 
conducted by EPA indicate that the 
estimated fraction of the national 
population having greater than 3 ppm of 
PCBs has decreased from 6 to 1 percent 
between 1977 and 1981. after increasing 
from 2.7 to 8 percent between 1972 e.nd 
1977.'These data indicate that exposure 
of the U.S. population to PCBs is 
decreasing. 

EPA conducted an exposure 
assessment to determine whether EPA 
could exclude materials containing PCBs 
at low concentrations from the statutory 
ban on PCBs without endangering 
human health or the environment. Few 
data were available to EPA regarding 
actual exposure to inadvertently 
generated and recycled PCBs. Therefore. 
for each potentially exposed population. 
EPA originally developed "maximum 
hypothetical exposures." EPA used the 
maximum hypothetical exposures as a 
screening device. Where the maximum 
hypothetical exposure level associated 
with a PCB concentration of 50 ppm was 
very low. no further work was done for 
this particular hypothetical exposure. 
Instead. the Agency concentrated on 
those situations where the estimated 
exposure levels were high. Assumptions 
for these hypothetical exposures were 
refined to obtain better and more 
reasonable worst-case estimates. Thus. 
for all of the estimated exposures 
presented in the support document. 
actual exposures are expected to be no 
more than the estimated exposures. 

Included among the hypothetical 
exposure Situations developed for this 
assessment are occupational. consumer. 
and general population exposures to 
PCBs through ingestion. inhalation. and 
dermal absorption. EPA also developed 
ex})osure assessments for recycled 
Aroclor PCBs. All of these exposure 
situations were designed to represent 

high frequency or duration of use 
(maximum hypothetical exposures). 

After the exposure assessment was 
conducted. EPA found that for the 
majority of hypothetical exposures were 
extremely low. In some instances. 
estimates showed higher exposure. In 
those instances where EPA calculated 
higher exposures. further evaluation of 
the assumptions showed that the 
estimated exposures overestimated the 
actual expected exposures. 

Detailed descnptions of the 
hypothetical exposures and their 
findings are included in ilie support 
document entitled "Revised Exposure 
Assessment for Incidentally Produced 
Polychlorinated Biphenyls." This 
support document contains revisions 
made in response to the comments on 
the earlier draft exposure assessment. 
Examples of situations with the highest 
exposures. and EPA's findings 
concerning them are given below. 

In occupational settings, dermal 
exposure was estimated assuming 
immediate and total absorption. 
Inhalation and dermal exposure 
situations assumed that workers were 
exposed to PCBs for 38.5 years. All of 
these hypothetical exposures assumed 
that workers do not wear protective 
clothing. 

EPA estimated the exposure from 
ingestion of fish and water obtained 
from streams which receive industrial 
wastewater discharge containing 100 
micrograms of PCBs per liter of 
wastewater [p.g/1). This is the LOQ for 
non·Aroclor PCBs. In this hypothetical 
exposure situation. the concentrations of 
PCBs in the drinking water and fish 
depend entirely on how much the PCB 
concentration is diluted by the receiving 
stream. Streams with low flow rates will 
have the highest concentrations of PCBs. 
If all of the fish and water in an 
individual's diet is obtained from a 
stream with a flow rate in the lower 5Q 
percentile of streams receiving 
discharges from the chemical and 
plastics industries. exposure could be 
high. 

EPA· has determined that it could not 
practically measure non-Aroclor PCBs 

· below 100 ).l.g/1. Therefore. there is no 
measurable reduction in exposure. For 
recycled Aroclor PCBs. because they 
can be measured at a lower level, EPA 
has reduced the discharge limit to 3 J.1.8/ 
L thereby reducing the exposure 
considerably. These discharge limits 
may be further reduced by more 
stringent regulations issued under EPA 
authorities. or any permits or 
pretreatment requirements issued by a 
state or local government. 

I 
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EPA developed two hypothetical has provided this information to the 
exposure situations to estimate FDA for appropriate action. 
max1mum exposure resulting from the c. Magnitude of human exposure. As 
use of detergent bars. ln both of these CMA, EDF, and !'.'RDC pointed out m the 
hypothetical exposures, EPA assumes consensus proposal, the estimated total 
that PCBs are present m the surfactant annual production of inadvertently 
component of the detergent bars at 25 generated PCBs approximates 100.000 
ppm. Comments submitted to the pounds. This poundage is but a small 
Agency in response to the proposed rule percentage (1.0 percent) of the 10.000.000 
showed that some detergent bars may pounds of Aroclor PCBs that the 
contain PCBs. although the levels are consensus proposal estimates to have 
very low. lf PCBs are not present in the entered the environment annually 
components of detergent bars, then before PCB controls were instituted and 
there will be no exposure to PCBs from Jess than 0.1% of the 150.000.000 pounds 
these products. estimated to currently exist free in the 

The first hypothetical exposure environment. 
assumes that all of the PCBs present in In addition. the consensus proposal 
detergent bars are dermally absored. In states that fewer than 11.000 pounds of 
actual use, most of the PCBs will be inadvertently generated PCBs were 
rinsed off before absorption. Thus, the estimated to enter products annually. 
estimated exposure overesllmates the Further. many products that contam 
actual exposure. In a second inadvertently generated PCBs are 
hypothetical exposure. EPA assumes chemical intermediates. ln the consumer 
that only a detergent bar film is end-use products. the PCBs would in 
absorbed. Unlike all of the other many instances be bound in tight 
hypothetical exposures that estimate matrices. CMA. EDF. and NRDC 
dermal absorption of PCBs. this· estimate that fewer than 1.000 pounds 
hypothetical exposure situation assumes annually are likely to enter the 
that the absorption of PCBs is spread environment. Based on these facts. EPA 
out over time and not instantaneous. agrees with the consensus proposal that 
The second hypothetical exposure is releases of inadvertently generated 
EPA's best estimate of maximum PCBs are unlikelv to have a measurable 
exposure to PCBs in detergent bars. effect on the public health or the 

It is impossible to determine precisely environment. Also. as noted above. 
whether the exposure estimated using exposures from the non-Aroclor and 
the assumptions made in this second recycled PCBs are estimated to be low. 
hypothetical exposure situation equal or d. Quantitative risk assessments. At 
exceed actual exposures. Since virtually the time of the proposed rule. EPA had 
all consumers come into contact with prepared quantitative carcinogenicity 
detergent bars which may contain PCBs and reproductive/developmental risk 
on a daily basis. measures must be assessments. The Agency has reviewed 
taken to mimmi.ze consumer exposure to the range of quantitative risks and 
PCBs in detergent bars. Therefore. EPA determined that the risks presented by 
has set a 5 ppm concentration limit in the activities excluded in this 
the components of detergent bars. The rulemaking are not unreasonable. 
surfactant is the component that is likely Therefore. after evaluating all of the 
to contain PCBs: thus. PCB - information. EPA has concluded that the 
concentrations in the final detergent bar qualitative evaluation of health and 
product will actually be well below 5 environmental effects suggested in the 
ppm. consensus proposal is a reasonable 

EPA evaluated the exposure to PCBs approach to risk assessment. 
from use of skin lotions and creams ln support of the proposed rule. EPA 
assuming that PCBs are present in the also developed a reproductive/ 
surfactant component of the skin lotions developmental effects nsk assessment 
and creams at 25 ppm. This exposure for PCBs entitled "Quantitative Risk 
assessment assumes daily usage. 100 Assessment of Reproductive Risk 
percent immediate absorption. and Associated with PCB Exposure." This 
generous application of the skm lotions assessment included quantitative risk 
and creams. Therefore. EPA believes models without threshold levels. as well 
that these exposure estimates overstate as a more traditional "No Observable 
the actual exposures from skin lotions Effects Level" (NOEL) approach to risk 
and creams. In fact. PCBs are only assessment. The Agency specifically 
hypothesized to occur in skin lotions requested comments on this prelimmary 
and creams. If PCBs do not .occur in reproductive/developmental effects risk 
these products, there is no risk from PCB assessment in the proposed rule. 
exposure in skin lotions and creams. The comments received identified two 

FDA 1s the Federal agency that areas of concern for the Agency: (1) 
regulates skin lotions and creams. EPA These were scientific and policy Issues 

dealing with quantitative risk 
assessment for reproducl!ve I 
developmental effects risk assessments 
in general. and (2) those associated with 
PCBs in particular. After evaluatmg 
these comments. EPA has decided that 
additional time is needed to resolve the 
scientific and policy issues surrounding 
quantitative risk assessment for 
reproductive I developmental effects. 
Therefore. EPA is not using this risk 
assessment to support this rulemaking. 

z. Effects on the Environment 

ln previous PCB rulemaking. EPA 
concluded that PCBs can be 
concentrated in freshwater and marine 
organisms. The transfer of PCBs up the 
food chain from phytoplankton to 
invertebrates. fish. and mammals can 
result ultimately in human exposure 
through consumption of PCB-containing 
food sources. Available data show that 
PCBs affect the productivity of 
phytoplankton communities: cause 
deleterious effects on environmentally 
important freshwater invertebrates: and 
impair reproductive success in birds and 
mammals. 

PCBs also are toxic to fish at very low 
exposure levels. The survival rate and 
the reproductive success of fish can be 
adversely affected in the presence of 
PCBs. Various sublethal physiological 
effects attributed to PCBs have been 
recorded in the literature. Abnormalities 
in bone development and reproductive 
organs also have been demonstrated. 

EPA conducted a quantitative 
environmental risk assessment of PCBs 
for this rulemaking. including a review 
of available environmental data. This 
assessment can be found in the support 
document entitled "Environmental Risk 
and Hazard Assessments of 
Polychlorinated Biphenyls.'' EPA 
concluded that ambient concentrations 
and food chain transport of PCBs may 
impair the reproductive potential of 
commerciallv valuable fish and certain 
wild mammals. PCB residues are 
strongly correlated with reductions in 
natural populations of marine mammals 
and mav be correlated with declines in 
nver otier populations. High PCB 
residues have been found in vanous 
birds. especially gulls and carnivorous 
b1rds. but no resulting effects have been 
demonstrated. 

ln addition. EPA estimated the 
toxicity for the monochlorinated through 
hexachlorinated biphenyls and for 
decachlorinated biphenyl. These 
estimates show that as the number of 
chlorine atoms on the biphenyl molecule 
increases. the no observable effect 
concentration (NOEC) for fish 
decreases. These estimates were 
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;>artially based upon data obtained 
using the most sensitive fish specJes. 

According to the consensus proposal. 
the total annual production of 
madvertently generated PCBs 
approxtma:es 100.000 pounds. most of 
which are never released to the 
env1ronment. C~1.A. EDF. and !'l'RDC 
estimate that fewer than 1.000 pounds 
annually are hkely to enter the 
environment. This '!nnual productton is 
only 0.01 percent of the 10 million 
pounds of Aroclor ?CBs that are 
estimated to have entered the 
environment annualiv before PCB 
controls were mstituted. This production 
1s only 0.0007 percent of the total180 
million j)ounds of t\roclor PCBs 
esllmated to have entered the 
environment prior to institution of PCB 
controls. in addition. the consensus 
proposal states that •arious monitoring 
studies h;;vf:l documP.nt!!d the declining 
load of PCBs in the environment. Based 
on these facts. EPA a~ress with the 
conclusion stated in the consensus 
proposal 1hat releases of PCBs from 
inadvertent generation. even at a level 
of 10.000 pounds of PCBs released 
annual:y. ;•,rould have no measurable 
effect on the declining environmental 
load. . ' 

EPA is setting the non-Aroclor PCB 
concentration limit for water discharges 
below 0.1 ppm. the LOQ for these PCBs. 
This is the level below which non
Aroclor PCBs cannot practically and 
reliably be measured. Setting the 
concentration limit for PCBs below this 
level will in effect be equivalent to a 
total ban on PCBs in water discharges. 
Likewise. the Agem:y is setting the PCB 
concentration limit for water discharges 
from processes that are recyclilfg PCBs 
below 3 ppb. the LOQ for Aroclor PCBs. 
This limit for Aroclor PCBs in water 
discharges is the result of several 
comments submitted on :he proposed 
Uncontrolled PCBs Rule. 

J. Discounting Factors for 
Monochlorinated and Dichlorinated 
Biphenyls 

The consensus proposal provided 
discounting factors for monochlorinated' 
biphenyls and dichlorinated biphenyls 
of 50 and 5. respectively. As stated in 
the consensus proposaL despite the 
manufacture in the United States of 
approximately 10 million pounds of 
monochlorinated biphenyls and more 
than 100 million pounds of dichlorinated 
biphenyls (as part of commercial PCB 
mixtures).from 1930 to 1978. no 
monochlorinated biphenyls and few. if 
any. dichlorinated biphenyls have been 
detected in humans or the environment. 
The consensus proposal attributes these 
monitoring results to several factors that 

di-stinguish between monochlonnated 
«nd dichlorinated biphenyls and the 
h1gher chlorinated biphenyls. 

In contrast to the more highly 
chlorinated biphenyls. the 
monochlorinated and dichlorina ted 
biphenyls are: (1) Less likely to adsorb 
to solids: [2) more likely to dissolve in 
water: (3) more likely to move from 
natural bodies of water to a1r: (4] more 
likely to biodegrade: and [5) less likely 
to bioaccumulate. Thus. CMA. EDF. and 
:'>l'RDC concluded that monochlorinated 
and dichlorinated biphenyls are less 
persiStent in the environment and less 
likely to magnify or accumula(e than !}le 
more highly chlorinated biphenyls. 

In support of these discounting 
factors. CMA. EDF. and NRDC 
considered data by Moolenaar [1962) as 
well as information provided by Dow 
Chemical Company in a May 13, 1982 
citizen's petition to amend 40 Cf'R Part 
781. In general, this infonna~ion 
demonstrates that monochlorinated and 
dichlorinated biphenyls are less 
pers1stent than more highly chlonnated 
biphenyls. The information included 
environmental variables such as 
environmental persistence. residence 
t1me in water. and fish btoconr.entration. 
Adipose and plasma levels in capacitor 
workers and levels in human milk 
samples were also considered. A chart 
is presented in the consensus proposal 
that compares persistence data for 
monochlorinated and dichiorinated 
biphenyls with persistence data for 
trichlorinated biphenyls. demonstrating 
that monocblorinated and dichlorinated 
biphenyls are less persistent than 
tric.hlorina ted biphenyls. 

These discounting factors encompass 
ail activities involving inadvertently 
generated monochlorinated and 
dichlorinated PCBs. but do not apply to 
any other PCBs subject to EPA 
regulation. This position is consistent 
with previous EPA PCB regulatory 
policy. The Agency has a long history. in 
regulations under both the Clean Water 
Act and TSCA. of covering the lesser 
chlorinated PCBs in the same manner as 
the higher chlorinated PC&. The 
decision to affect this policy under 
Clean Water Act regulations was upheld 
by the United States Court of Appeals of 
the District of Columbia Circuit in EDF 
v. EPA. 598 F.2d 62 (1978). EPA has 
continued this policy under TSCA 
regulations. The definition of PCBs 
under .W CFR 761.3 states that PCBs 
consist of any chemical substance "that 
is limited to the biphenyl molecule that 
has been chlorinated to varying 
degrees." 

Today's rule is making a small 
exception to this long-standing policy. 

While EPA 1s continumg to regulate the 
:esser chlorinated PCBs for all 
intentionally generated PCBs. the 
Agency has determined that discounting 
inadvertently generated 
monochlonnated and dichlorinated 
bipheyla will not present an 
unreasonable risk. EPA has arrived at 
this decision based on the very small 
amounts of monochlorinated and 
dichlorinated biphenyls that wiil be 
generated and released as a result of 
this rule. the fact that these PCB 
homologs are generally less persistent 
and less likely to bioaccumulate than 
the higher chlorinated PCB homologs 
and the high cost of preventing the 
generation of the monochlorinated and 
dichlorinated biphenyls in 
manufacturing processes. Accordir,gly. 
EPA bas determined that the 
incremental risk reduction that would 
result from-more stringent regulation of 
the monochlol"inated and dicl-Jorinated 
biphenyls in the llmited circumstances 
of this regulation is outweighed by the 
costs that would be incurred. 

To illustrate how these discounting 
factors would work. assume a product is 
analyzed and found to have a PCB 
concentration of 510 ppm PCBs. After 
further analysis it is determined that the 
product contains 10 ppm of 
decachlonna ted biphenyl and 500 ppm 
of monochlorinated biphenyl. Since the 
discounting factor for monochlorinated 
bipbenyl1s SO. this product. for purposes 
of this regulation. contains only 10 ppm 
of monochlorinated biphenyl (500 ppm 
monochlorinated biphenyl -'- 50 
discounting factor= 10 ppm PCBs]. This 
product would be found in compliance 
since, for purposes of this regulation. it 
would be considered to contain only 20 
ppm PCBs (10 ppm attributed to 
monochlorinated biphenyl and 10 ppm 
attributed to decachlorinated biphenyl). 
Although the PCB limits for detergent 
bars are lower. calculation of total PCBs 
in the components of detergent bars 
would be discounted similarly. 

G. Regulatory Impact Analysis. 
Benefits. and A vaijability of Substitutes 

1. Benefits of PCBs and Availability of 
Substitutes 

CMA has stated that any chemical 
process involving carbon, chlorine. and 
elevated temperatures is likely to 
inadvertently generate some PCBs. 
Chlorine and carbon are two of the most 
abundant elements on Ea'rth. Thus. both 
are present in many chemical processes. 
in fact. as mentioned in Unit ll.C of this 
preamble. EPA originally developed a 
list of approximately 200 chemical 
processes with a potential to 
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\nadvertentJy generate PCBs. These 200 
chemical processes are of major 
importance to the organic chemical 
industry. For example. many of these 
processes produce high volume 
chlorinated solvents. 

A wide variety of other products are 
known or believed to contain 
inadvertently generated PCBs. Among 
these products are paints. printing inks. 
agricultural chemicals. plastic materials, 
and detergent bars. These products are 
widespread and products, such as 
detergent bars and paint. are consi.rlered 
essential. non-luxurv items in our 
society. Thus. many· of the products that 
contain inadvertently generat.edPCBs 
have great societal value. 

Industry commented in response to 
the Closed and Controlled Waste 
Manufacturing Processes Rule that. in 
general. cost-competitive substitutes are 
not available for products contaminated 
with low level PCBs. 1n general. industry 
has not been successful in modifying 
processes to prevent the incidental 
formation of any PCBs. Furthermore. 
CMA has commented that research 
programs to study ways of reducing 
incidental PCB formation are very costly 
and have met with limited success. 

EPA estimated the cost of controlling 
the level of inadvertently generated 
PCBs. considering that if exclusions 
were not provided by this rule. these 
processes would be banned. Estimates 
of the benefit to producers of a 25 ppm 
cutoff range from approximately $7i 
million to $451 million if plants continue 
operations for 10 years. The estimated 
benefits to producers, distributors. and 
commercial users who remain in 
business for 10 years range from 5950 
million to $5.59 billion. 

. EPA believes that most of the 
chemical processes with unknown PCB 
concentrations that are analyzed in the 
RIA are produced in low volumes. In 
addition. a number of interested parties 
commented that PCBs have n.ot been 
detected in products whose manufacture 
was suspected to involve inadvertent 
generation of PCBs. Based on this 
information, EPA believes that the 
majority of products are already below 
the 25 ppm limit [5 ppm for detergent 
bars). 

2. Economic Consequences 

EPA evaluated several options for 
dealing with the uncontrolled PCBs. One 
of these options was to allow the total 
ban of section 6(e) to take effect. EPA 
also had the option to ltet permissible 
levels <af PCBs either higher or lower 
than the levels 11et in this rule. 

Had EPA allowed tbe ban to become 
effective, companies .could: [1) Modlfy 
the processes that inadvertently 

generate PCBs so that they would not 
generate PCBs. (2) substitute PCB
containing products with non-PCB
containing products, or (3) apply for 
annual exemptions under section 
6(e)(3](B) of TSCA.lndustry bas 
commented that substituting products or 
substituting processes to eliminate 
inadvertently generated PCBs is not 
generally feasible. Thus. the selection of 
this regulatory option could result in a 
major disruption in commerce. 

The Regulatory Impact Analysis (RIA) 
prepared for this rulemaking estimates 
that if no exclusion were provided by 
this rule. the total costs of the exemption 
petition process for producers. 
distributors. and commercial users over 
the next 10 years would range from $950 
million to $5.6 b.i.llWn. These costs are 
extremely high aru:l would present a 
significant economic burden to industry 
while the amount of PCBs eliminated by 
such regulation wouldoe small. 
However. EPA believes that in the 
majority of cases PCB concentration 
levels are currently below the levels 
excluded by this rule. 

If EPA set the PCB concentration 
limits at a higher level. the result will be 
much lower costs. However. higher PCB 
concentration limits would result in 
significantly higher risks of injuty to 
health and the environment. Conversely. 
if EPA set the PCB concentration limits 
at a lower level. the result would be 
lower risks of injury to health and the 
environment. The costs associated with 
lowertng these concentration limits, 
however. would be much greater, 
approaching the total costs estimated for 
the exemption petition process. 

The only identifiable costs of this rule 
with respect to uncontrolled PCBs result 
from the certification. recordkeeping. 
and reporting requirementll. These costs 
were estimated in the RIA to range from 
$10 million to $5~ million over a 10-year 
period. Thus, this rule presents very low 
costs in compmson with more 
restrictive approaches. 

EPA estimates that this rule will not 
result in a disruption of commerce. A 
disruption of commerce is likely if the 
total ban or more Testrictive 
concentration limit options were chosen. 
EPA also believes that this rule will not 
stifle new technology. EPA estimates 
that the discountmg factors for 
monochlorinated and dichlorinated 
biphenyls are likely to save industry 
$800 thousand to $4..7 million each year 
based on the avoidance Df exemption 
costs. 

EPA analvzed the distribution of 
benefits of this rule across companies1:1f 
various sizes and employment. 
According to the RIA. many small 
businesses will benefit from the 

exclusions provided by this rule in 
avoiding the expense associated with 
filing annual exemption petitions. Thus. 
the Agency concludes that small 
businesses generating inadvertent PCBs 
will benefit from the provisions of this 
rule. 

With respect to technological 
innovation. it is reasonable to assume 
that at least some portion of the money 
that industry will save by not being 
subjected to a total PCB ban will go to 
research and development actn.ities No 
negative comments were made on the 
RIA completed for the proposed 
Uncontrolled PCBs Rule. Therefore. no 
major changes have been made in the 
fmal RIA. For further details. see the 
support document "Regulatory Impact 
Analysis of the Final Rule Regulatmg 
Inadvertent PCB Generation from 
Uncontrolled Sources.· 

H. Unreasonable Risk Determination 

EP.A concludes that the risks 
associated with the manufacture. 
processing, distribution in commerce 
and use of those inadvertently generated 
and recycled PCBs excluded from the 
prohibitions of section 6(e) of TSCA by 
this rule are outweighed by the costs 
that would be incurred if these PCBs 
were to be banned. The high costs of 
eliminating the low risks that might be 
attributed to the inadvertent generation 
of low level concentrations of PCBs 
would place an unwarranted burden on 
society. with only a minimal reduction 
in public health risks. Therefore. EPA 
concludes that the exclusions provided 
fox in this rule do not present an 
unreasonable risk of injury to health or 
the environment. The following facts 
support this conclusion . 

1. Although the number of processes 
that inadvertently generated PCBs may 
be large. the total quantity of such PCBs 
is estimated to be less than 100.000 
pounds per year. Of this estimated total. 
only 1.000 pounds are expected to enter 
the environment yearly. In contrast. it is 
estimated that 10 million pounds entered 
the environment annually before PCB 
oontrols were mstituted. It is also 
estimated that there are currently 
150.000.000 pounds of PCBs that are 
currently present in the environment as 
free PCBs. 

2. This rule will save society the 
enormous .costs of instituting a ban on 
low level concentrations of 
inadvertently generated PCBs. The rule 
does impose recordkeeping and 
reporting burdens: however. the larger 
burdens imposed on industry by the 
prohibitions .of section ts[ej(3j. in 
particu.Lar the an.onal exemption process 
with its nnoertai:ati.es. are SYOi.rled. 

130 
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3. Monochlorinated and dichlorinated 
biphenyls are not as persistent in the 
environment as other PCBs. A measure 
of persistence in humans ts the le\·el of a 
substance found in-adipose tissue: 
monochlorinated and dichlorinated 
biphenyls have not been found in 
adipose tissue. Further. EPA estimates 
that these discounting factors are likely 
to save industry S800 thousand to :54.7 
mii!ion year!y. Therefore. tl:e 
discounting factors es:ablished m this 
r.1le will not present un:easona ole risks 
to hum<~n ~eal:h or the env1ronment. 

4. EPA detcrmmed :'lat none of the 
realisnc hypothencal exposures were 
significant. espec1ai:y when compared to 
the 150.1.X)(J 'JOO pounds ;)f PCBs already 
ex:st;ng i;1 ~he envircn .. 'ilent. When those 
hypothetical situations showing a h1gh 
exposure were reviewed. EPA found 
that these hypothetical exposures 
overstate the actuaily expected 
exposures-. Therefore. EPA concludes 
that the risks associated with these 
exposure situations are not 
unreasonable. 

EPA is setting a lower. more 
protective concentration limit of 5 ppm 
PCBs in the components of detergent 
bars based on the high exposure 
potential of these products. This limit is 
more protective of consumers who are 
often unaware of potential hazards from 
exposure to chemicals in consumer use 
products. 

5. EPA has also determined that 
exposure to recycled PCBs at the levels 
excluded by this rule are of minimal 
significance; therefore. the risks 
associated with these exposures are not 
unreasonable. 

6. The recordkeeping and reportill8 
requirements set in this rule provide 
EPA with a means of accounting for 
major releases of inadvertent PCBs. and 
for reassessing the findings in this rule. 
if necessary. 

7. In general. substitutes are not 
reasonably available for products 
contammated with low level PCBs and 
the processes that generate these PCBs 
cannot be cost-effectively modified to 
prevent the formation of any PCBs. 

B. Small compames would benefit 
from this rule and the rule could provide 
some impetus to technological 
innovation in the chemical industry. 

I. Disposal Requirements 

In the May 1979 PCB Ban Rule. EPA 
concluded generally that PCBs at levels 
of 50 ppm or greater must be disposed of 
in accordance with the requirements of 
40 CFR Part 761. The 50 ppm cutoff was 
a practical level which would allow EPA 
to reasonably administer TSCA and _ 
attain the objectives of section 6(e) of 
TSCA (44 FR 31516]. Today's rule does 

not defii with the regulatory cutoff for 
disoosal of PCBs established in the PCB 
Ban Rule except for authorizing 
discounting factcrs for inadvertent!y 
generated monochlorinated and 
dichlorinated biphenyls. The discounting 
factors do not apply to any other PCBs 
regula ted under TSCA. 

Suggestion has been made that EPA 
take regulatory action to resolve issues 
reiating to disposal regulations. Concern 
has been expressed with the 50 ppm 
cutoftfor PCB disposal. incluc!i!lg the 
fact that wc:ste oil containing less than 
5C ppm PCEs may be burned as fuel. 
EPA nok!s that. while ieglti:nate 
concerns may be raised about the 
disposal regulations. this proceeding is 
not the proper forum to deal w;;;; those 
issues. In this proceeding. EPA !S 

dealing only with issues arising from the 
EDFv. EPA. lawsuit. These issues did 
not relate to the disposal regulations. 

f. Recordk.eeping, Certification, and 
Reporting 

The consensus proposal would have 
required manufacturers to meet certain 
recordkeeping. certification. and 
reporting requirements. In the proposed 
rule. EPA adopted these requirements 
with minor modifications. Todav's rule 
adopts the requirements proposed in the 
December B. 1983. Federal Register 
notice. 

Today's rule requires manufacturers 
who intend to take advantage of this 
exclusion. to notify EPA of products 
leaving the manufacturing site or 
imported products :hat contain greater 
than 2 micrograms of PCBs per gram of 
product [J,Lg/gj for any resolvable gas 
chromatographic peak (roughly 2 ppm): 
These reports must include the number. 
type. and location of excluded 
manufacturing processes. In addition. 
these reports must include a 
certification. signed by an appropriate 
corporate official. that: (1) The 
manufacturer is in compliance with all 
requirements oi the regulation. including 
requirements for products. air. and 
water releases. and process waste 
disposal: (2) the determination of 
compliance is based on actual 
monitoring or on a theoretical 
assessment: and [3] monitoring data or 
the theoretical assessment is 
maintained. EPA intends to use the 
information required under this rule in 
developing an enforcement strategy and 
compliance monitoring program. These 
reports must be filed with EPA by 
October 1. 1984 or within 90 days of 
starting up a process or commencing 
importation of PCBs. These reports must 
be repeated whenever chemical process 
conditions are significantly modified to 
make the previous reports invalirl. 
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Manufacturers who wish to take 
advantage of the exclusion must also 
report to the Agency 1f they are 
releasing more than 10 pounds of PCBs 
to air or water annually. Furthermore. 
manufacturers must report the total 
quantity of PCBs in products leaving the 
site of an excluded manufacturing 
process in any calendar year when the 
totai production quantity exceeds 0.0025 
perr:ent of that site's rated capacity for 
such manuiacturing processes. 
Importers must report to EPA whenever 
the quantity of PCBs Imported in any 
calendar year exceeds 0.0025 perce::1t of 
the average total quantity of product 
containing PCBs imported by the 
importer between 1978 and 1982. 

Reports of theoretical analyses or 
actual monitoring must be kept for seven 
years or three years after the process 
ceases. whichever is shorter. Reports of 
theoretical assessments must include a 
description of the reactions generating 
PCBs. levels generated. and levels 
released. The basis for these estimates. 
as well as the names and qualifications 
of personnel preparing the assessment 
must be included in the report. 
Monitoring reports must include t..'le 
data. the method of analysis. quality 
assurance plan. name of analysts. the 
date and time of the analysis, the 
identification of the sample marrix. and 
the lot numbers for the sample. 

A report to EPA will not be required 
for those PCBs in air. waste, ancf 
products below to LOQ. as established 
under the Closed and Controlled Waste 
Processes Manufacturin8 Rule. 
Generally. a report will not be required 
for those PCBs in water below the LOQ. 
However. under certain conditions PCBs 
could be released at concentration 
levels below the practical LOQ. but still 
result in elevated levels of total PCBs. 
This would occur if the discharges 
containing the low level PCBs are 
released at very high volumes. In light of 
the fact, theoretical assessments that 
predict a plant will release more than 10 
pounds of PCBs annually in the water 
discharges must be submitted to EPA. 
even if PCBs are not quantitated in the 
discharges during moni!oring. 

Since C}.fA. EDF. and NRDC jointly 
recommended the basic recordkeeping. 
certification. and reporting requirements 
in this rule. EPA believes that these 
reporting requirements do not present 
an unreasonable burden on the 
regulated industry. The recordkeeping. 
certification. and reporting requirements 
have been incorporated in§§ 761.1115. 
761.187, and 761.193 of this rule. 

Subatancesjhat are covered by this 
rule and are exported or imported are 
also subject to the exporting and 
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importing requirements of TSCA 
sections 12(b) and 13. EPA regulations 
interpreting section 12(b) requirements 
appear at 40 CFR Part 707. imported 
products are covered by TSCA section 
13 certification requirements at 19 CP'R 
12.118 through 12.127 aiKI127.8 
(amended). (48 FR 34734. Auguat 1. 
1983). EPA's policy in support of these 
requirements appears at 40 CFR Part 707 
(48 FR 55462. December 13. 1983). 

K. Quantitation of PCB Concentration 
Levels 

1. 1\nalytical Chemistry Methodology 

The consensus proposal reconunends 
that the anaiytica1 chemistry methods 
developed for the Closed and Controlled 
Waste Manufacturing Processes Rule by. 
used in determining the non-Aroclor 
PCB concentration level in particular 
media. EPA agrees with CMA. EDF. and 
NRDC that the analytical chemistry 
methodology developed for the Closed 
and Controlled Waste Manufacturing 
Processes Rule is appropriate under this 
rule. Thus. the PCB analytical chemistry 
methodology that will be used for non
Aroclor PCBs in determining compliance 
with todav's rule will be the Closed and 
Controlled Waste Manufacturing 
Processes Rule guidance that was set 
forth in the document entitled 
"Anaivtical Methods for Bv-Product 
PCBs-=..Preliminary Validation and 
Interim Methods." 

The analytical chemistry guidance 
document presents methods for 
chemically analyzing inadvertently 
generated PCBs in commeT"Clal products. 
product waste streams. water 
dischargers. and air. These analytical 
chemistry methods are based on a 
detennination of quantities of PCBs 
ulring capillary gas chromatography/ 
electron impact man spectrometry 
(CGC/EIMS). This analytical chemistry 
methodology for commercial products 
and product waste streams rehes 
heavily on a strong quality assurance 
program. 

Several comments on the use of 
different. more Aroclor-sensi tive 
analvtical chemistrv methods in water 
were submitted in response to the 
proposed Uncontrolled PCBs Rule. EPA 
recognizes that there is a specific 
analytical chemistry methodology to 
detennine Aroclor PCB concentrations 
in water. This analytical chemistry 
methodology is a test method published 
by the EPA for Organochlorine 
Pesticides and PCBs. referred to as 
Method 608. This method uses gas 
chromatography I electron capture (GC/ 
EC) to analyze for Aroclor PCBs while 
the method for non-Aroclor PCBs uses 
CGC/EIMS. 

GC/EC is the more sensitive method. 
It establishes chemists to measure at 
very low levels specific quantities of a 
limited number of PCB compounds with 
a highly recognizable pattern (Aroclor 
PCBs). On the other hand. CGC/EIMS is 
a more specific method. Using CGC/ 
Ell\.18. a chemist can confirm the actual 
presence of .a great number of different 
PCB compounds. but cannot specify 
quantities at the very low 
concentrations possible by using 
Method 608. Since Aroclor PCBs have 
more easily recognizable patterns than 
non-Aroclor PCBs. the issue of 
soecificitv is not as crucial as with non
Aroclor PcBs Therefore, the Agency 
believes that 1t is appropriate to utilize 
GC/EC in the chemical analysis of 
Aroclor PCBs. 

2. Sampling Scheme 

EPA has developed a sampling 
technique for non-Aroclor PCBs that will 
be used by the Agency when it monitors 
for rompliance during an enforcement 
inspection. This sequential sampling 
protocol bases the decision to take a 
further sample of the results on previous 
analyses. The advantage of sequential 
sampling is that early results will. in 
some cases. prov1de adequate evidence 
for a decision of compliance or 
noncompliance, and the expense of 
further testing can be avoided. Under 
this sampling protocol. only a few 
chemical analyses would be required to 
confirm non-Aroclor PCB levels in 
product. air, and water samples which 
are strongly compliant (very low PCB 
levels] or strongly noncompliant (very 
high PCB levels). Given this protocol. no 
·more than seven samples would need to 
be analyzed. 

This sampling scheme has been 
developed for non-Aroclor PCBs and 
will not be used for sampling Aroclor
PCBs. Further information about the 
sequential sampling protocol is included 
in the su-pport document entitled 
"Guidance Document on Sampling and 
Sample Selection for Uncontrolled 
PCBs." 

3. Establishing a Baseline for 
Measurement of PCBs 

The lowest .concentration of a 
substance that an analytical process can 
detect is referred to as the limit of 
detection [LOD). The lowest 
concentration of 1l substance that an 
analytical process can quantify with .a 
known level of prec1sion and which can 
be reproduced in repeated analyses is 
referred to as the limit of quantitation 
(LOQ). Thus, the baseline level for 
quantifying the total PCB concentration 
could be established at the LOD. the 

LOQ. or at an arbitrary level between 
these values. 

ln the Closed and Controlled Waste 
Manufacturing Processes Rule. EPA 
selected the LOQ in establishing the 
numerical cutoffs instead of the LOD. At 
that time. EPA concluded that it mav be 
impossible to confinn the identity of 
non-Aroclor PCBs at the LOD. EPA 

· concluded that a PCB concentration ar 
or near the LOQ is needed to confirm 
the identity of the chlorinated biphen).·ls 
for compliance monitonng purposes ( 47 
FR 46984). EPA reaffums these 
conclusiOns reached in the Closed and 
Controlled Waste Manufacturing 
Processes Rules. TherelorP E:J' -'1 l.' 

establishing the baseline for 
quantitating PCBs at the LOQ. 

EPA has considered the appropriate 
baseline to use for measuring Aroclor 
PCBs. The Agency has decided that for 
purposes of this regulation, the 
appropriate baseline for measuring 
Aroclor PCBs is also the LOQ, rather 
than the LOD. 

In light of the need to select a single 
LOQ level which can be widely 
achieved. even in difficult matrices. 
these data iead EPA to conclude that a 
practical LOQ for ail wastewaters is 3 
IJ.P,/L This level is reasonably within the 
range of level§ demonstrated in 
interlaboratory vahdations on different 
kmds of wastewaters. and. in fact. 
allows for some mcrease in the method 
LOQ for less efficiently removed 
interferences. EPA also notes that. on a 
·case-bv-case basis. it will often be 
possibie to achieve far lower LOQs for 
specific wastewaters. Such 
determinations would. however, be 
more appropriate for specific 
wastewaters and permit authorities than 
for this general PCB rule. For further 
information concerning thts LOQ. refer 
to the support document "Practical Limit 
of Quantitation of EPA'Method 608 for 
Use in Aroclor Analvsis of All 
Wastewaters" [memo from j. Smith to S 
Sterling). 

Ill. Notice of Deferral of Action on PCB 
Exemption Petitions 

ln the Federal Register of November 1. 
1983 (48 FR 50486). EPA proposed to 
grant 49 exemption petitions. deny 73 
exemption pctnions. and defer action on 
50 exemption petitions that had been 
previousiy submitted to the Agency. The 
exemption petitions on which EPA 
proposed to defer action are to 
manufacture, process. or distribute in 
commerce substances or mtxtures 
inadvertently contaminated with 50 ppm 
or greater PCBs. 

EPA was aware that the ongoing PCB 
rulemaking described in Unit II of th1s 

I 
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preamble would affect the disposition of 
certain exemption petitions. Some of the 
petitionen are engaged in activ:ties that. 
because of the discounting for 
monochlorinated and dichlorinated 
biphenyls. involve concentrations of· 
PCBs at levels below the new limits and. 
therefore. will ne longer require 
exemptions. Odler pentioners are 
engaged in activttJes that involve 
concentrations of PCBs at levels above 
the new limits and. therefore. will still 
~equire exemptions to contL'lue their 
activnies. 

In the December 8. 1983 Federal 
Register notice on Wlcontroiled PCBs (48 
FR 55076). EPA gave notice that it 
intended to defer action on 50 
exemption petitions that may be 
affected by the Uncontrolled PE:Bs Rule. 
No comments were recenred on the 
proposed deferral of action for certain 
exemption petitions that may be 
affected by the Uncontrolled PCBa Rule. 
The Agency is hereby giving notice that 
it has deferred action on these 
exemption petitions. 

lHter proposing the Uncontrolled 
PCBs Rule. EPA discovered that one of 
the petitions listed in the proposed rule 
did not deal with inadvertently 
generated PCBs. Since the disposition or 
that petition would not be affected by 
the exclusion for inadvertently 
generated and recycled PCBs. EPA has 
not included the petition (Honeywell. 
Inc .. ME-51) in the listing of those 
petitions on which EPA is deferring 
action. Therefore. in today's notice. the 
Agency is deferring action on 49 
exemp!Jon peutions. 

Elsewhere in today's FederaJ Register, 
EPA is requesting additional comment~ 
on the 49 exemption petitions that would 
be affected by the Uncontrolled PCBs 
Rule. The 49 petitioners whose 
exemption petitions are affected by the 
Uncontrolled PCBs Rule are listed in 
that notice. As stated in that notice. the 
49 petitioners must evaluate the 
Uncontrolled PCBs Rule and decide 
whether they still need exemptions to 
continue their activities. 

If a petitioner still needs an 
exemption. it !IIl.lst submit written 
comments renewing its exemption 
petition to continue the activity. These 
comments must be submitted no later 
than October 1. 1984. If an exemption 
petition is renewed. EPA will allow the 
petitioner to continue the activity fCJr 
which it requests exemption until EPA 
has acted to grant or deny the 
exemption.. If the exemption petition is 
not reneWed, EPA will dismiss the 
exemption petition. 

IV. Amendment to the 1979 Use 
Authorizations for PCBs in Hydraulic 
and Heat Transfer Fluid 

A. Background 

the authorized use. In determining 
whether these uses of PCBs at 
concentrations of less than 50 ppm 
presented WlJ'easonable risks. EPA 
considered the effects of PCBs on health 

PCBs were manufactured for use in and the environment, inciuding the 
hydraulic and heat transfer systems in a magnitude of PCB exposure to humans 
varietv of industries until1972. The and the environment; the benefits of 
aluminum. copper. iron and steel usmg PCBa: the availability of 
forming industries used hydraulic substitutes for PCB uses: and the 
systems with commercial A.roclor PCB econom1c impact resulting from the 
fluid. PCBs in heat transfer svstems 
were used in the ino,..,amc chemical. rule's effect upon the national economy. 

·o small business. technological 
orgamc chemical. plastics and innovation. the enviroment. and human 
synthetics. and petroleum refining health. EPA proposed that the use of 
industries. High PCB levels apparently 
remained in some systems Wllll at least PCBs at leveis of less than 50 ppm be 
1979. In addHion. some Wlknown continued for heat transfer and 
quannty of u..•used PCB fluids was hydraulic systems. 
probably kept by facilities after EPA has determined that the use of 
production ceased in 1972 and used for PCBs in hydraulic and heat transfer fluid 
topping-off hydraulic and heat transfer at concentrations of less than 50 ppm 
systems. Wlder certain circumstances does not 

Under section S{eJ(Z) of1"SCA. EPA present an unreasonable risk of injury to 
may atnhortze the use of PCBs if the' human health or the environment. 
Agency finds that the use will not Therefore. EPA is amending the PCB 
present an unreasonable risk of iniury to Ban Rule to authorize for the remaining 
health or the environment. In the PCB useful lives of these systems the use of 
Ban Rule. EPA determined that the . PCBs in hydraulic and heat transfer fluid 
continued use of PCBs in hydraulic / at concentrations of less than 50 ppm 
systems and heat transfer systems under provided that workers wear protective 
certain conditions did not present an giQves whenever performing certain high 
unreasonable risk. Therefore. in 1979. exposure tasks. 
EPA authorized the non-totally enclosed . 
un of PCBs at concentrations of 50 ppm B .. Human Health and Envzronmental 
or greater in hydraulic systems and in Risks 
heat transfer systems [40 CFR 761.30 {d) 1n determining whether to amend 
and (e)). These use authorizations expire § 761.30 (d) and (e). EPA generated 
en July 1. 1984. In promulgating these exposure and nsk assessments for these 
use authorizations. EPA assumed that uses of PCBs. A review of the general 
the cond.itiotU of those authorizations. methodology for exposure and r1sk 
wltich required retrofilling with non-PCB asttessments. and a general analysis of 
fluids. would reduce the PCB the health and envll'onmental effucts of 
concentration levels in those systems to PCBs. are included under Unit II of this 
below 50 ppm by July 1, 1984. preamble. !nfonnation related 

With the overturning of the 50 ppm specifically to the use of PCB fluids in 
regulatory cutoff as a consequence of f 
EDFv. EPA. the status of heat transfer hydraulic and heat trans er systems is 

described below. Further details 
systems and hydraulic systems with less concerning the exposure assessment for 
than 50 ppm PCBs will be placed in these uses are included in Volume IV of 
doubt after July 1. 1984. EPA is clarifying the support document entitled 
the status of these systems in today's 
rule by authorizing the use of PCBs in "Exposure Assessment for Incidentally ' 
these systems at concentrations of less Produced Polychlorinated Biphenyls." 
than· 50 ppm for their remaining useful Two categories of ~actors are 
lives. Systems with more than 50 ppm particularly important to the evaluation 
PCBs are unlawful after July 1. 1984. of risk for these uses of PCBs: (1) The 
Under this rule. hydraulic and heat estimated contamination level. number. 
transfer systems cannot be filled (i.e.. and size of PeE-contaminated hydraulic 
"topped off .. ) with fluids containing 50 and heat transfer svstems at the 
ppm or greater of PCBs. In addition. EPA expinttion dead.lin~ for these uses of 
is requinng that workers wear PCBs under the PCB Ban Rule; and (2) 
protective gloves under circumstances the estimated number of workers 
which would most likely lead to dennal protentially exposed to PCBs from 
exposure. contaminated systems during a period of 

To determine whether a risk from PCB exposure assumed to be 38.5 years. EPA 
use is unreasonable. EPA balances the' inspection data were primartly used for 
probability that harm will occur from developitl8 estimates for these key 
the use against the benefits to society of factors. -
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resulted from different assumptions in 
projecting the number of affected heat 
transfer and hydraulic systems, and the 
volume capacity of these systems. 

D. A vaifability.of Substitutes for PCB 
Ffu1d in Hydraulic and Heat Transfer 
Systems 

There exist numerous substitutes for 
PCBs in hydraulic and heat transfer 
fluids that have been successfully used 
by firms to lower the PCB concentration 
levels in their contaminated systems to 
less than 50 ppm. Included among the 
chemical compounds used in non-PCB 
substitutes for hydraulic fluid are: (1) 
Phosphate esters: (2) water/glycol 
solutions: and (3) water/oil emulsions. 
Water/glycol-based products constitute 
the leading non·PCB substitutes. In 
addition. various non-PCB heat transfer 
fluids are available. such as: (1} 
Modified esters; (2] synthetic 
hydrocarbons: (3) polyaromatic 
compounds: (4) parilaHy hydrogenated 
and mixed terphenyls: and (5} blends of 
diphenyls. 

E. No Unreasonable Risk Determination 

The Agency has concluded that the 
risks associated with these uses of PCBs 
at concentratwns of k!ss than 50 ppm 
are outweighed by the benefits of the 
continued used of contaminated 
hydraulic and heat transfer systems. and 
the costs that are avoided by not 
requiring the further removal of the 
PCBs remaining in these systems at less 
than 50 ppm after July 1. 1984. Therefore. 
EPAconcludes that authonzing the use 
of PCBs in these systeins a I 
concentrations of less than 50 ppm does 
not present an unreasonable risk of 
injury to health or the environment for 
the following reasons: 

1. The reauthorization of the use of 
PCBs in hydraulic and heat transfer fluid 
at a concentration level of less than 50 
ppm with workers weanng protective 
gloves under high exposure conditions 
would adequately safeguard work_ers 
from risks to human health. In 
evaluating the exposure from long-term 
exposure to PCBs from contaminated 
systems at a 50 ppm level. EPA assumed 
daily exposure over a wo,rk life of 
approximately 38.5 years. Thus. while 
the exposures determined by EPA. 
particularly the dermal absorption. are 
relatively high. these exposures are 
overestimated Furthermore. the 
requirement to wear gloves would 
further reduce these exposures. 

2. This proposed reauthorization 
would impose minimal costs additional 
to those costs incurred under the use 
conditions in the PCB Ban Rule. 
According to the Agency's ~latory 
1mract analysis. without any 

reauthorization. the impact would be 
severe. since all contaminated svstems 
could conceivably be removed from 
service and disposed of under a strict 
enforcement of the no use provismn of 
section 6(ej of TSCA. The minimal 
additional costs are imposed by the 
requirement that workers wear 
protective gloves.· 

3. Compared to the option of 
authonzing use at a Z5 Qpm level. th1s 
reauthorization is more cost-effective. 
According to the Agency's regulatory 
impact analysis. compared wHh a 
concentration leve1 of 50 ppm for these 
uses. a 25 ppm performance standard for 
affected systems would result in 
approximately 2.400 incremental pounds 
of PCBs removed from the env1ronment 
at an estimated incremental cost of at 
least $103 million. 

4. Allowing the use of PCBs in 
contaminated hydraulic and heat 
transfer systems at a 50 ppm. 
concentration level would avoid severe 
economic consequences for significant 
segments of the metal forming, die 
casting. chemical. plastics and 
synthetics. and petroleum refirting 
industries. 

5. There are adequate non-PCB 
hydraulic and heat transfer fluids for 
use in contaminated systems to lower 
the PCB concentration level at least to 
50 ppm. 

6. The elimination of PCBs from 
contaminated hydraulic and heat 
transfer systems may not be 
technologically feasible through existing 
retrofill technologies. For reasons 
related to the internal geometry. and 
operating and design characteristics of 
these systems. PCB residues tend to 
persist despite draining and retrofilling. 

V. Use Authorization for PCBs in the 
Compressor11 and the Condensate of 
Natural Gas Pipelines 

A. Boclr.ground 

In the 1979 PCB Ban Rule. EPA 
authonzed the use of PCBs in the 
compressors of natural gas pipelines 
until May 1. 198(). EPA believed that by 
May 1. 1980. the PCB concentrations in 
these compres&Ors could be reduced 
below 50 ppm. However. the PCB 
concentrations in some of these 
compressors could not be reduced to 
below 50 ppm by that date. 

Under a compliance monitoring 
program instituted by EPA and the 
pipeline companies. the 28 compresSO!ll 
found to contain PCBs have been 
drained of the PCB liquid and retrofilled 
The compliance monitoring program 
requires that these compressors be 
monitored following retrofill to ensy.re 
that PCB levels are maintamed below 50 

ppm. In all of the natural gas pipe!me 
compressors found to contain PCBs. the 
PCB levels have been reduced below 50 
ppm. 

Wquids found in natural gas pipelines 
also have been found to contam 
elevated PCB levels. PCBs were first 
identified in liquid found in the gas-
pipelines in January 1981 when a PCB
containing oily condensate was found in 
the gas meters of some residential 
.customers of a Long Island, New York. 
distribution company. Under EPA's 
~tion 33 transmission compames 
undertook voluntary momtonng of this 
liquid and the natural gas to determine 
PCB concentrations. Twelve compames 
which found elevated PCB 
concentrations in this liquid continued 
to supply EPA with l!!Onitoring data and 
developed methods to lower the PCB 
concentrations in the liquid. In addition. 
EPA Regional Offices have been 
collecting data on natural gas 
distribution systems. 

Natural gas pipeline liquid sampled 
under this monitoring program was 
found to contain PCBs m concentrations 
higher than 50 ppm. Thus, liquid in the 
natural gas pipelines as well as pipeline 
compresson were found to be 
contaminated with PCBs. EPA's 
Compliance Monitoring Staff began 
implementing remedial plans with four 
basic objectives: (1] To contam the 
contamination to limited areas of the 
transmission system: (2) to eliminate 
my further entry of PCBs into the 
system: (3) to remove remaining PCB 
contamination from these systems; and 
( 4) to ensure proper handling of PCBs 
that were removed. 

PCB contamination in the o.atural gaa 
pipelines is thought to have occu.tred 
through several sources. The major 
sources of contamination are thought to 
be: (1) The lubricating oils used in 
natural gas pipeline compressors: (2) 
"fogmg" of the lines with an oil vapor' 
to minimize the entrainment of dust and 
other particles in the pipeline system: 
and (3~ migration of PCBs from 
contaminlrted lines into other systems. 
By the 1960s. fogging of pipelines was 
virtually non~xistent due to improved 
dry filters. and the replacement of cast
iron pipe with welded steel p1pes. PCBs 
have not been used as lubricating oils in 
compresaor.a since the 1970s. 

Since the compliance monitoring 
program began. two companies have 
consistently found PCBs below the 50 
ppm contamination level in the liquid 
found in natural gas pipeline systems. 
Ten transmiasion companies are still 
reporting under the compliance 
monitoring program. These companies 
are working to remove the remaming 
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PCB contaminated liquids from their 
lines. ' 

With the overturning of the 50 ppm 
reg'.llatory cutoff as a consequence of 
EDF v. EPA. the status of natural gas 
pipelines with less tlian 50 ppm PCBs in 
the compressors and in l~e-pipeline 
liquid would be in doubt after the stay 
of the court's mandate is lifted. Several 
natural gas companies submitted 
comments on the proposed rule 
requestmg an authorization for the 
continued use of PCBs in the 
compressors and in the liquid found in 
natural gas pipelines. EPA is responding 
to these comments by authorizing the 
use of PCBs in compressors and in the 
liqu1d found m natural gas ptpelmes at 
concentrations of less than 50 ppm. 

EPA has determined that the use of 
PCBs in the compressors and in the 
liquid found in natural gas pipelines at 
concentrations of less than 50 ppm does 
not prl:!sent an unreasonable risk of 
injury to human health or the 
environment. Therefore, EPA is 
authonzing this use of PCBs. 

B. Human Health and Environmental 
Risks 

The. major potential human exposure 
to PCBs in the compressors and liquid 
found in natural gas pipelines is 
occupational. Occupational exposure is 
limited by several factors. First. natural 
gas 1s flammable and toxic: thus. natural 
gas pipelines are necessarily closed 
systems. Second. the natural gas 
pipeline liquid is removed from enclosed 
fixtures at specific collection points. 
Thlrd. it appears from data submitted by 
gas transmission companies that 
draining of the natural gas pipeline 
liquid does not occur daily, but 
approximately monthly. Indeed. 
companies have often found no natural 
gas pipeline liquid at collection points 
during some periods of the year. Fourth, 
many companies require that employees 
wear protective clothing when handling 
this liquid. In order to insure that all 
workers are aware that this equipment 
contains PCBs. EPA is requiring that 
these compressors be marked with PCB 
labels as decribed at 40 CFR 761.40. 

EPA has also examined monitoring 
data for indoor air concentrations of 
PCBs in homes using natural gas. Based 
on these data. the Agency has found no 
evidence that PCBs in the compressors 
or in the liquid of natural gas pipelines 
are entering customers· homes. Since 
exposure and toxicity are the two bask: 
elements of risk. if there is no additional 
exposure to PCBs attributable to the 
natural gas, there will be no .additional 
risk to the consumers. 

The exposure assessment for PCBs in 
the compressors and liquids of natural 

gas pipelines is included as A ttachmert! 
Z (volum<:? II) of the support document 
entitled ''final Report: Exposure 
Assessment for Incidentally Produced 
Polychlorinated 81phenyls." For further 
information concerning this exposure 
assessment. please consult that 
document. · 

C. Economic Impact Analysis 
If the Agency does not authorize the 

use of PCBs in natural gas compressors 
and the liquids in natural gas pipelines. 
the result would be a ban on all 
contaminated compressors and natural 
gas pipelines after the stay of mandate 
is lifted by the court. Thus. in the 
absence of action by EPA. the industry 
must comply with a zero PCB level. 

Only 28 remaining compressors are 
contaminated with PCBs. The costs of 
replacing all28 compressors aione could 
be $227 million. based on a\'er'ige 
capital and installation costs for 1978 
through 1981. The cost of pipeiine 
replacement is estimated to be at least 
$30 billion, based on average capital and 
installation costs for 1978 through 1981. 
These costs do not take mto account the 
unknown amount of distribution system 
pipeline that would be affected by a ban 
on PCBs. The combined replacement 
cost. system down-time. and reductions 
innatural gas supply during replacement 
activities would have serious 
implications for the national economy. 
Since a use authorization would avoid 
these costs. these estimates represent 
the benefits that would result from 
granting an authorization. 

The only cost that would be incurred 
specifically from this rule would be the 
cost of labeling the remaining 28 
compressors that contain PCBs. EPA is 
requiring that natural gas pipeline 
compressors be marked with the ML 
mark-er described at 40 CFR 761.40. This 
is the same marker that is currently in 
use on other PCB-containing equipment. 
The cost of this labeling is expected to 
be minimal. 

D. Availability of Substitules .for PCBs 
in Compressors and Natural Gas 
Pipelines 

As discussed in the background 
section of this Unit of the preamble. 
PCBs are no longer used for fogging 
natura: gas pipelines or m compressors 
as lubricating oils. Several substitutes 
for PCB lubricating oils are available. 
These substitutes for PCB fluids have 
been used in natural gas pipeline 
compressors for many years. 

E. No Unreasonable Risk Determination 
The Agency has concluded that the 

risks associated with these uses of PCBs 
at concentrations of Jess than 50 ppm 

are outweighed by the benefits of the 
continued use of compressors and 
liquids found in natural gas pipelines 
con taming low levels of PCBs. and the 
costs that are avoided by not requ1ring 
the further removal of PCBs remaining in 
the compressors and pipeline liqu1ds 
Therefore. EPA concludes that 
authorizing the use of PCBs in these 
syste:ns at concentrations of less than 
50 ppm does not present an 
unreasonable risk of injury to health or 
the environment for the following 
reasons: 

1. The authorization of the use of 
PCBs in compressor5 and in the liquid~ 
of natural gas pipelines at a 
concentration level of less than 50 ppm 
would adequately safeguard workers 
and consumers from risk to human 
health. 

2. According to the Agency's 
economic impact analysis. the potent1al 
impact of no authorization would be 
severe, since all contaminated systems 
would conceivablv have to be removed 
from service and disposed of under a 
strict enforcement of section 6(e] of 
TSCA 

3. There exist adequate substitutes for 
PCBs. PCB levels in contaminated 
svstems will continue to decline below 
sO ppm without further Agency action as 
PCB substitutes are used. and as 
equipment contaminated with.PCBs is 
replaced. 

VI. Relationship to Otber PCB 
Regulations 

The major focus of this rule is the 
control of the manufacture, processing. 
distribution in commerce. use. and 
disposal of PCBs that are not now 
regulated under other EPA ru.ies. This 
unit reviews other EPA regulations to 
control PCBs. as well as other relevant 
Federal rules. Previous units of this 
preamble have already discussed the 
relationship of th1s rule to the Closed 
and Controlled Waste Manufacturing 
Processes Rule. and the regulations for 
disposal of PCBs under TSCA. 

A. Amendments to tbe PCB Electrical 
Equipment Rule 

Authorizations for the use and 
servicing of transformers. capacuors. 
electromagnets. and other electncal 
equipment with fluid containing 50 ppm 
or greater PCBs were promulgated in the 
Electrical Equipment Rule published in 
the Federal Register of August 25, 1982 
(47 FR 3734.2). These authorizations 
amended the PCB Ban Rule. which 
included conditions for the servtcing of 
transformers and electromagnets. No 
section of this r.1le affects any provision 
of :he Electtical Equipment Rule. 
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B. Regulations Under the Federal 
Pesticide and Food. Drug. and Cosmetic 
Statutes 

Two Federal statutes that affect 
chemicals which may contain 
inadvertently geperated PCBs are the 
Federal Insecticide. FungicJde. and 
Rodenticide Act (F1FRA). 7 U.S.C. 136 et 
seq .. and the Federal Food. Drug. and 
Cosmetic Act (FFDCA). 21 U.S.C. 321 et 
seq. If the manufacture. processing, 
distribution in commerce. or use of a 
substance is regulated under either 
F'IFRA or FFDCA. the substance is not 
subject to regulation under TSCA 
insofar as the substance is 
manufactured. processed. or distributed 
in commerce for use solely as a 
pesticide. food. food additive. drug. 
cosmetic. or medical device. U a 
substance has multiple uses. only some 
of which are regulated under FIFRA or 
FFDCA. the manufacture. processing. 
distribution in commerce. and use of the 
substance for the remaining uses would 

; come within the jurisdiction of TSCA. 
The Agency has determined that raw 

materials. intermediates. and inert 
ingredients produced or used in the 
manufacture of pesticides are 
substances or mixtures that may be 
regulated under TSCA. Furthermore. 
while a chemical manufactured for use 
as a pesticide is regulated under FIFRA. 
a chemical that is manufactured for 
undetermined purposes is regulated 
under TSCA. Thus, PCBs that are 
unintentional impurities in a chemical 
that is for undetermined purposes are 
subject to this regulation from the time 
they are first manufactured until they 
are identified as part of a pesticide 
product. 

EPA has determined that since the 
Food and Drug Administration (FDA) 
considers intermediates or catalysts to 
be components of a food, food additive, 
drug. cosmetic. or medical device 
regulated under FFDCA. chemicals used 
as intermediates or catalysts for these 
purposes are not regulated under TSCA. 
As soon as the FDA regulates a product. 
its ll'lanufacture. processing. or 
distnbution in commerce solely for an 
FDA-regulated use is excluded from the 
jurisdiction of TSCA. Hence. no 
provisions of this rule will apply to the 
manufacture. processing, or distribution 
in commerce of intermediates or 
catalysts with PCBs generated as 
unintentional impurities solely for an 
FDA-regulated use. 

C. PCB Effluent Standards Under 
Sect1on 307{a) of the CieaJl Water Act 

Under section 307( a) of the Clean 
Water Act (CWA). 33 U.S.C. 1317. EPA 
promulgated final effluent standards for 

the discharge of PCBs into navigable 
waters [40 CFR 129.105: 42 FR 6532, 
February 2. 1977) by manufacturers of 
intentionally produced PCB fluid (i.e .. 
Aroclor products), manufacturers of 
electrical capacl!ors. and manufacturers 
of electrical transformers: and also 
prohibits the discharge of Aroclor PCBs 
as process wastes. 

Today's regulation. in contrast. is 
restricted to inadvertently generated 
PCBs and certain processes that involve 
the use of recycled PCB-contaminated 
materials. Therefore. the TSCA and the 
CW A section 307 regulations cover 
different persons and different 
operations and have no effect on each 
other. Both regulations apply 
independently. 

D. PCB Effluent Limitation Guidelines. 
New Source Performance Standards. 
and Permits Under the CWA 

Industrial wastewater discharges are 
generally regulated under the CWA. and 
not under TSCA. Today's rule 
necessitates that EPA determine what 
levels of PCBs may be discharged to 
water in manufacturing and recycling 
processes under TSCA. Otherwise. all 
PCB discharges to water would be 
banned as of the date the court's 
mandate in EDFv. EPA is issued [see 
Unit U.B of this preamble.). The deadline 
for promulgating today's TSCA 
regulation. however. presents a problem 
in coordinating this regulation with 
activities under the CWA. The Agency's 
resolution of this problem and the 
historical background are explained in 
this section. 

Under the CWA. wastewater 
discharges are limited by a variety of 
technology-based effluent limitations 
and standards with more stringent 
water quality-based standards applied 
as needed. Therefore. CW A 
requirements may differ from those 
promulgated today. Such requirements 
may also be imposed by states or local 
governments instead of or in addition to 
those mandated by EPA. 

The existence of less stringent CWA 
requirements at a particular facility does 
not relieve any discharger from the 
obligation to comply with today's TSCA 
ru.le. Similarly, nothing in the TSCA ru.le 
affects the authority or prevents EPA or 
any state or local government from 
applying or enforcing more stringent 
requirements to facilities regulated 
under the CWA or state or local law. 

One ongoing CW A ru.lemaking is 
particularly relevant to this TSCA rule. 
On November 18. 1982. EPA proposed 
CWA effluent limitations guidelines 
based on "best available technology" 
(BAT] and "new source performance 
standards" (NSPS] which would limit 

the discharge of Aroclor 1242 from mills 
in the deink subcategory of the pulp. 
paper. and paperboard point source 
category where fine and tissue papers 
are made [47 FR 52066). The proposed 
BAT effluent limitations (maximum for 
any one day) for Aroclor 1242 were: (1) 
0.00014 kilograms per thousand 
kilograms [kg/kkg} where fine paper is 
produced: and (2) 0.00018 kg/kkg where 
tissue paper is produced. The proposed 
NSPS (maximum for any one day) for 
Aroclor 1242 were: (1) 0.00011 kg/kkg 
where fine paper is produced: and (2) 
0.00014 kg/kkg where tissue paper lS 

produced. 
There are a number of coordination 

issues between this action under TSCA 
and regulation of wastewater discharges 
under the CWA. For example. the levels 
proposed under the CWA for puJp and 
paper mills were based on more 
extensive data relating just to deink 
mills. while the levels determined under 
today's ru.le are based on data 
applicable to all water wastestreams. 
Because the TSCA and CWA 
regulations would cover the same 
facilities in the case of deink mills. EPA 
needs time to coordinate data collected 
in the ru.lemaking proceeding for today's 
rule and the proceeding under the CW A. 
Additionally, since the November 1982 
proposal. the EPA Industrial 
Environmental Research Laboratory in 
Cincinnati. Ohio has developed 
additional data for detecting and 
quantifying Aroclor in industrial 
effluents. 

EPA would like to consider all these 
data in support of today's ru.le to 
determine whether more stringent limits 
under TSCA should be set for deink mill 
discharges. The Agency, however. must 
respond to the July 1. 1984 deadline. ln 
today's ru.le. therefore. EPA is setting 
finaJ limits for recycled PCBs based on 
the data in the TSCA record and on 
TSCA authonty. These limits may be 
superseded by more stringent limlls 
established under the CVI/ A. 

Vli. Judicial Review 

judicial review of this fmal rule may 
be available under section 19 of TSCA 
in the United States Court of Appeals 
for the District of Columbia Circuit or 
for the circuit in which the person 
seeking review resides or has its 
principal place of business. To provide 
all interested persons an equal 
opportunity to file a timely petition for 
judicial review and to avoid so called 
"races to the courthouse." EPA has 
decided to promulgate this rule for 
purposes of judicial review two weeks 
after publication in the Federal Register. 
as reflected in "DATES" in this notice. 
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Vlll. Official RuJemaking Record 

ln accordance with the requirements 
of sectiGn 19(a)[3) of TSCA. EPA is 
publishing the following list of 
documents. which constitutes the record 
of this rulemaking. However, public 
comments are not listed, bicause these 
documents are exempt from Federal 
Register listing under section 19(a)(3). A 
full list of these materials will be 
available on request from EPA's TSCA 
Assistance Office listed under "FOR 
FURTHER INFORMATION CONTACT." 

A. Prev;ous Rulemaking Records 

(1) Official Rulemaking Record from 
"Polychlorinated Biphenyls (PCBs) 
Disposal and Markmg Rule," Docket No. 
OPTS-68005. 43 FR 7150. February 17. 
1978. 

(2) Official Rulemaking Record from 
"Polychlorinated Biphenyls (PCBs) 
Manufacturing, Processing. Distribution 
in Commerce, and Use Prohibitions 
Rule," 44 FR 31514. May 31. 1979. 

(3) Official Rulemaking Record from 
"Polychlorinated Biphenyls (PCBs); 
Proposed Rulemaking for PCB 
Manufacturing Exemptions." Docket No. 
OPTS-66001, 44 FR 31564. May 31, 1979. 

(4) Official Rulemaking Record from 
"Polychlorinated Biphenyls (PCBs] 
Manufacturing. Processing, Distribution 
in Commerce. and Use Prohibitions: Use 
in Electrical Equipment," Docket No. 
OPTS-62015. 47 FR 37342, August 25. 
1982. 

(5) Official Rulemaking Record from 
"Polychlorinated Biphenyls (PCBs ); 
Manufacturing, Processing. Distribution 
in Commerce, and Use Prohibitions; Use 
in Closed and Controlled Waste 
Manufacturing Processes." Docket No. 
OPTS-62017, 47 FR 46980, October 21. 
1982. 

(6) Official Rulemaking Record from 
"Polychlorinated Biphenyls (PCBs) 
Manufacturing. Processing. Distribution 
in Commerce. and Use Prohibitions: 
Amendment to Use Authorization for 
PCB Railroad Transfonners," Docket 
No. OPTS-62020. 48 FR 124. January 3. 
1983. 

(7) Official Rulemaking Record from 
"Polychlorinated Biphenyls (PCBs] 
Manufacturing. Processing. and 
Distribution in Commerce Exemptions." 
Docket No. OPTS-66008. 48 FR 50486. 
November 1. 1983. 

(8) Official Rulemaking Record from 
"Polychlorinated Biphenyls [PCBs): 
Manufacturing. Processing. Distribution 
in Commerce and Use Prohibitions: 
PCBs in Concentrations Below Fifty 
Parts Per Million." Docket No. OPTs-
62018. 46 FR 27619. May 20, 1981. 

B. Federal Reg;ster Notices 

(9) 43 FR 50905, November 1. 1978. 
USEPA. "Procedures for RuJemaking 
Under Section 6 of the Toxic Substances 
Control Act: Interim Procedural Ru.ies 
for Polychlorinated Biphenyls (PCBs] 
Ban Exemption." 

(10) 44 FR 108.january 2. 1979. 
USEPA. "Polychlorinated Biphenyls 
(PCBs); Policy for implementation and 
Enforcement." 

(11) 44 FR 31558. May 31. 1979; 
USEPA. "Procedures for Rulemaking 
Under Section 6 of the Toxic Substances 
Control Act; Interim Procedural Rules 
for Exemptions from the Polychlorinated 
Biphenyl (PCB) Processing and 
Distribution in Commerce Prohibitions." 

(12) 44 FR 31564. May 31. 1979. 
USEPA. "Polychlorinated Biphenyls 
(PCBs); Proposed Rulemaking for PCB 
Manufacturing Exemptions." 

(13) 44 FR 427Z7, July 20. 1979, USEPA. 
"Proposed Rulemaking for 
Polychlorinated Biphenyls (PCBs); 
Manufacturing Exemptions: Notice of 
Receipt of Additional Manufacturing 
Petitions and Extensio11 of Reply 
Comment Period." 

(14)45 FR 14247, March 5, 1980. 
USEPA. "Polychlorinated Biphenyls 
(PCBs); Statement of Policy on All 
Future Exemption Petitions." 

(15) 45 FR 29115. May 1, 1980. USEPA. 
"Polychlorinated Biphenyls (PCBs): 
Expiration of the Open Border Policy for 
PCB Disposal." 

C. Support Doct.J.m.ents 

[16) CMA. EDF. NRDC. 
"Recommendation of the Parties for a 
Final EPA Rule on Inadvertent 
Generation of PCBs," April13, 1983. 

(17) USEPA. OPTS. EED. "Draft 
Report: Estimation of Environmental 
Concentrations of Incidentally 
Generated Polychlorinated Biphenyls" 
Uuly 16. 1982). 

[18) USEPA. OPTS, EED. "Draft 
Report: Modeling of PCBs in Ground 
Water" (July 14. 1983). 

{19) USEPA. OPTS. EED. 
"Polychlorinated Biphenyls in Human . 
Adipose Tissue and Mother's Milk" 
(November 12, 1982]. 

(20) USEPA. OPTS. EEO, "Exposure 
Assessment for Polychlorinated 
Biphenyls (PCBs): Incidental Production. 
Recycling. and Selected Authorized 
Uses. Volumes I-IV" (Final Report. May 
2. 1964). 

(21) USEPA. OPTS. HERD, 
"Environmental Risk and Hazard 
Assessments for Various Isomers of 
Polychlorinated Biphenyls 
(Monochlorobiphenyl through 
Hexachlorobiphenyl and 
Decachlorobiphenyl)~' [April1984). 

(22) USEPA. OPTS. ETD. "Regulatory 
Impact Analysis of the Final Rule 
Regulating Inadvertent PCB Generation 
from Uncontrolled Sources. Volumes 1-
U" (April1984). 

(23) USEPA, OPTS. ETD. "Regulatory 
impact Analysis of PCB Use 
Authorizations for Hydraulic and Heat 
Transfer Systems" (June 1984). 

(24) USEPA. OPTS. ETD. "Regulatory 
impact Analysis of the PCB Use 
Authorization for Natural Gas Systems" 
(April1964). 

(25) USEPA. OPTS. EED. "Guidance 
Document on Sampling and Sample 
Selection for Uncontrolled PCBs" (1983). 

(26) USEPA. OPTS. EED. "Estimation 
of Releases from Spills of Inadvertently 
Produced PCBs" (April1982). 

(27) USEPA. OPTS. EED. ''Summary of 
Organic Chemical Product Classes 
Potentially Containing Inadvertently 
Generated PCBs" (December 1982). 

(28) USEPA. OPTS. EED. "Organic 
Chemical Processes Leading a 
Generation of Incidental 
Polychlorinated Biphenyls" (February 
10. 1983). 

(29) USEPA. ORO. EnVironmental 
Monitoring and Support Laboratory. 
"TEST METHOD: Organochlorine 
Pesticides and PCBs-Method 608" (July 
1982). 

(30) USEPA. OPTS. EED, "Response to 
Comments on the Proposed 
Uncontrolled PCBs Rule," (June 1984). 

(31) USEPA. OPTS. EED. 
Memorandum from John Smith (EED. 
DDB) to Sherry Sterling (EED. CRB). 
"Practical Wmit of Quantitation of EPA 
Method 608 for Use in Aroclor Analysis 
of All Wastewaters" (June 5. 1984). 

IX. Executive Order 12291 

Under Executive Order 1Z291, issued 
February 17, 1981. EPA must determine 
whether a rule is a "major rule" and. 
therefore. subject to the requirement 
that a regulatory impact analysis be 
prepared. EPA has concluded that this 
rule is not a major rule as the tenn is 
defined in section l(b) of the Executive 
Order. 

EPA made this detennination on the 
findings that the annual effect of the rule 
on the economy would be less than $100 
million: it would not cause a major 
increase in costs or prices for any sector 
of the economy or for any geographic 
region: and it would not result in any 
significant adverse effects on 
competition. employment. investment. 
productivity, or innovation or on the . 
ability of United States enterprises to 
compete with foreign enterpnses m 
domestic or foreign markets. This rule 
will allow certain manufacturing and 
recycling of PCBs that would otherwise 
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be prohibited by section 6(e) of TSCA. 
In addition. this rule will allow the use 
of PCBs m certain hydraulic and heat 
transfer system. and in the compressors 
and in the condensate of natural gas 
pipelines. Therefore. this rule will 
reduce the overall costs and econom1c 
impact of sectfon 6(e) of1'SCA. 

This rule excludes certain 
manufacturing processes from statutory 
requirements to file annual petitions for 
exemption under section 6(e)(3)(BJ of 
TSCA. EPA has estimated in the 
regulatory impact analysis for this rule 
that resulting cost savings would range 
from $155 million to $1.6 billion. In 
addition. EPA is authorizing: (1) The use 
of PCBs in hydraulic and heat transfer 
fluid at concentrations of less than 50 
ppm for the remaining useful lives of 
these systems. and (2)the use of PCBs in 
compressors and in the condensate of 
natural gas pipelines at concentrations 
of less than 50 ppm. , 

Although this rule is not a major rule, 
EPA has prepared to the extent possible, 
a Regulatory Impact Analysis using the 
guidance in the Executive Order. This 
rule was submitted to the Office of 
Management and Budget (OMB) prior to 
publication. as required by the 
Executive Order. 

X. Regulatory Flexibility Act 

Under section 60S( b) of the Regulatory 
Flexibility Act. 5 U.S.C. 605(b). the 
Administrator may certify that a rule 
will not, if promulgated have a 
significant impact on a substantial 
number of small entities and. therefore. 
does not require a regulatory flexibility 
analysis. 

This rule excludes certain 
manufacturing processes from statutory 
requirements to file annual petitions for 
exemption under section 6(e)(3)(B) of 
TSCA. In addition. the rule will allow 
the indefinite use of PCBs in hydraulic 
and heat transfer fluid with 
concentration levels of less than 50 ppm, 
and in the compressors and condensate 
of natural gas pipelines at 
concentrations of less than 50 ppm. 

. For those persons who would qualify 
JJ,nder the conditions of th1s rule. the 
effect will be the avoidance of costs 
associated wllh section 6(e) ofTSCA. 
and EPA regulations at 40 CFR Part 761. 
Since EPA expects this rule to have no 
negative economic effect to any 
business entity. I certify that this rule 
will not have a significant economic 
impact on a substantial number of small 
entities. 

XI. Paperwork Reduction Act 

The Paperwork Reduction Act of 1980 
(PRA). 44 U.S.C. 3501 et seq .. authorizes 
the Director of the Office of 

Management and Budget (OMB) to 
review certain information collection 
requests by Federal agencies. EPA has 
determined that the recordkeeping. 
reporting. and certification requirements 
of this proposed rule constitute a 
"collection of information." as defined 
in 44 U.S.C. 3502(4). The information 
collection requirements iri this rJle 
(summanzed in Unit II of this preamble) 
have been submitted to the Office of 
Management and Budget (OMB) under 
section 3504(b) of the PRA. OMB has 
assigned the control number 207()-{)008 
to this final rule. 

List of Subjects in 40 CFR Part 761 

Hazardous materials. Labeling. 
Polychlorinated biphenyls. 
Record.keeping and reporting 
requirements. Environmental protection. 
(Sec. 6, Pub. L 94--4$. 90 Stal 2020 (15 U.S.C. 
Z605l 

Dated: June 27. 1984. 
Alvill L. Aim. 
Acting Administrator. 

PART 761-{AMENDED] 

Therefore. 40 CFR P'art 761 is 
amended as follows: 

1. In§ 761.1, paragraphs (b) and (f) are 
revised to read as follows: 

§ 761.1 AppllcaOillty. 

(b) This part applies to all persons 
who manufacture. process. distribute in 
commerce, use. or dispose of PCBs or 
PCB Items. Substances that are 
regulated by this rule include. but are 
not limited to. dielectric fluids. 
contaminated solvents. oils. waste oils. 
heat transfer fluids •. hydraulic fluids, 
paints. sludges. slurries. dredge spoils. 
soils. materials contaminated as a result 
of spills. and other chemical substances 
or combination of substances. including 
impurities and byproducts and any 
byproduct. intermediate or impurity 
manufactured at any pomt in a process. 
Most of the provisions of this part apply 
to PCBs only if PCBs are present in 
concentrations above a specified leveL 
For example. Subpart D applies 
generally to materials at concentrations 
of 50 parts per million (ppm) and above. 
Also certain provisions of Subpart B 
apply to PCBs inadvertently generated 
in manufacturing processes at 
concentrations specified in the 
definition of "PCB" under § 76:1.3. No 
provision specifying a PCB 
concentration may be avoided as a 
result of any dilution. unless otherwise 
specifically provided. 

(f) Unless and until superseded by any 
new more stringent regulations issued 
under EPA auth!;>rities. or any permits or 
any pretreatment requirements 1ssued 
by EPA. a state or local government that 
affect release of PCBs to any particular 
medium: 

(1) Persons who inadvertently 
manufacture or import PCBs generated 
as unintentional impurities in excluded 
manufacturing processes. as defined in 
§ 76:1.3. are exempt from the 
requirements of Subpart B of this part, 
provided that such persons comply w!lh 
Subpart ] of this Part, as applicable. 

(2] Persons who process. distnbute in 
commerce, or use products containing 
PCBs generated in excluded 
manufacturing processes defined in 
§ 761.3 are exempt from the 
requirements of Subpart B provided that 
such persons comply with Subpart J of 
this part, as applicable. 

(3) Persons who process. distribute in 
commerce. or use products containing 
recycled PCBs defined in § 761.3. are 
exempt from the requirements of 
Subpart B of this part. provided that 
such persons comply with Subpart J of 
this part. as applicable. 

2. In § 76:1.3. the definitions of"c!osed 
manufact'Jring process" and"'controlled 
waste manufacturing process" are 
removed the definitions of "excluded 
manufacturing process" and "recycled 
PCBs" are added. and the definitions of 
"PCB" and "PCB Item" are revised to 
read as follows: 

§ 711.3 OeftnittonL 

"Closed manufacturing process" 
[Removed]. 

"Controlled waste manufacturing 
process" [Removed]. 

"Excluded manufacturing process" 
means a manufacturing process in which 
quantities of PCBs. as determmed in 
accordance with the definition of 
inadvertently generated PCBs. 
calculated as defined. and from which 
releases'to products. air. and water meet 
the requirements of (1) through (5] of 
this defimtion, or the importation of 
products containing PCBs as 
unintentional impurities. which products 
meet the requirements of [1] and (2) of 
this definition. 

(1) The concentration of inadvertently 
generated PCBs in products leaving any 
manufacturing site or imported into the 
United States must have an annual 
average of less than 25 ppm. Wlth a 50 
ppm maximum., 
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[21 The concentration of inadvertently 
generated PCBs in the components of · 
dete"!"!!ent bars leaving the 
manufacturing site or imported mto the 
United States must be less than 5 ppm. 

[3] The release of inadveqently 
generated PCBs at the point' at which 
emissions are vented to ambient air 
must be less than 10 ppm. 

(4) The amount of inadvertently 
generated PCBs added to water 
discharged from a manufactuMng site 
must be less than 100 micrograms per 
resolvable gas chromatographic peak 
per liter of water discharged. 

(5) Disposal of any other process 
wastes above concentrations of 50 ppm 
PCB mus: !Je m accordance with 
Subpart D of this part. 

uPCB" and "PCBs" means anv 
chemical substance that is limited to the 
biphenyl molecule that has been 
chlorinated to varying degrees or any 
combmation of substances which 
contains such substance. Refer to 
§ 761.1(b) for applicable concentrations 
of PCBs. PCB- and PCBs as contained in 
PCB items are defined in § 761.3. For 
any purposes under this Part. 
inadvertently generated non-Aroclor 
PCBs are defined as the total PCBs 
:alculated following division of the 
quantity of monochlorinated biphenyl.s 
by 50 and dichlorinated biphenyl.s by 5. 

"PCB Item" is defined as anv PCB 
Article. PCB Article Container·. PCB 
Container. or PCB Equipment. that 
deliberately or unintentionally contains 
or has a part of it any PCB or PCBs. 

"Recycled PCBs" are defined as those 
intentionallv manufactured PCBs which 
appear in the processing of paper 
products or asphalt roofing materials as 
PCB-contaminated raw materials and 
which meet the requirements of [1) 
through (5) of tbis defirution. 

(1) The concentration of :'\roclor PCBs 
in paper products leaving any 
manufacturing s1te or lmported into the 
Umted States must have an annual 
average of less than 25 ppm with a 50 
pp ID maxun um.. 

(Z] There are no detectable 
concentrations oi Aroclor PCBs in 
asphalt roofing rna ter.als. 

(3) The release of Aroclor PCBs at the 
point a: which emiss1ons are vented to 
ambient air must be Jess than 10 ppm. 

(4) The amount of Aroclor PCBs added 
to water discharged from a processing 
site must at alJ times be less than 3 
m1crograms per liter {~J,g/1) for total 
Aroc.iors (roughly 3 parts per billion [3 
ppb)). 

(5} Disposal of any othe~ process 
wastes above concentratiOns of 50 ppm 
PCB must be in accordance w1th 
Subpart D of this part. 

3. In § 761.20 the fourth sentence of 
the introductory text, paragraphs (a]. 
[b)(1] and {b)(2), the mtroductory text 
of paragraph (c). and paragraphs rc)(1) 
and (c)(2) are revised: and paragraph 
(c)(4) is added to read as follows: 

§ 761.20 Prohibitions. 

• • • ln addition. the Admimstrator 
hereby finds. under the author1ty of 
section 12(a)(2) of TSCA. tha1 the 
manufacture. processing. and 
distribution m commerce for export from 
the Umted States of PCBs at 
concentrations of 50 ppm or greater and 
of PCB Items with PCB concentra\Jons of 
50 ppm or greater presents an 
unreasonable risk of injury to health 
within the United States. 

(a) No person may use any PCB. or 
any PCB Item regardless of 
concentration. in any manner other than 
in a totally enclosed manner within the 
United States unless authorized under 
§ 761.30. except that an authorization is 
not required to use those PCBs or PCB 
Items resulting from an excluded 
manuiacturing process or recycled PCBs 
defined in § 761.3. provided aU 
applicable conditions of§ 761.1(f] are 
met. 

(b) ••• 
(1) No person may manufacture PCBs 

for use within the United States or 
manuiacture PCBs for export from the 
United States without an exemption. 
except that an exemption is not required 
for PCBs manufactured in an excluded 

- manufactuMng process as defined in 
§ 761.3. provided that all applicable 
condHions of§ 7~1.1[f) are met. 

{2) PCBs at concentrations less than 
50 ppm may be imported or exported for 
purposes of disposal. 

(c) No person mav process or 
distribute in commerce any PCB. or any 
PCB !tern regardless of concentration. 
for use within the United States or for 
export from the United States without 
an exernpllon. except that an exemption 
IS not required to process or distribute in 
commerce PCBs or PCB Items resulting 
from an excluded manufacturing process 
as defined in § 761 .3. or to process or 
distribute m commerce recyc.ied PCBs as 
defmed m § 761.3 provided that all 
appllcable conditions of§ 761.1(fj are 
met. 

(1) PCBs at concentrations of 50 ppm 
or greater. or PCB Items with PCB 
concentrations of 50 pprr. or greater. said 
before July 1. 1979 for purposes other 

than resale mav be distributed in 
commerce onl~; in a totally enclosed 
manner after that date. 

(2) PCBs at concentrations of 50 ppm 
or greater. or PCB Items with PCB 
concentrations of 50 ppm or greater may 
be processed and distributed in 
commerce in compliance with the 
requirements of this Part for purposes of 
disposal in accordance with the 
requirements of § 761.60. 

(4) PCBs. at concentrations of less 
than 50 ppm. or PCB !terns. with 
concentrations of less than 50 ppm. may 
be processed and distnbuted in 
commerce ior purposes of disposal. 

4. In § 761.30, paragraphs (d), (e). and 
(i) are revised to read as follows: 

.§ 761.30 A.uttlorizatlona. 

(d) Use in heat trr.msfer systems. After 
July 1. 1984. intentionally manufactured 
PCBs may be used in heat transfer 
systems in a manner other than a totally 
enclosed manner at a concentration 
level of less than 50 ppm provided that 
the requirements of paragraphs (d) (1] 
through (7) of this section are met. 

(1) Each person who owns a heat 
transfer system that ever con tamed 
PCBs at concentrations above 50 ppm 
must test for the concentration of PCBs 
in the heat transfer fluid of such a 
svstem no later than November 1. 1979, 
and at least annually thereafter. All test 
sampling must be performed at least 
three months after the most recent fluid 
refilling. When a test shows that the 
PCB concentrauon is less than 50 ppm, 
testing under this paragraph is no longer 
required. 

{2) Within six months of a test 
performed under paragraph (d)(l] of this 
section that indicates that a system's 
fluid contains 50 ppm or greater PCB 
(0.005% on a dry weight basis). the 
system must be drained of the PCBs and 
refilled with flu1d contaming !ess than 50 
ppm PCB. Topping-off w1th heat transfer 
flUJds containtng PCB concentrations of 
Jess than 50 ppm is p.ermitted. 

{3) After November 1. 1979. no heat 
transfer svstem that is used tn the 
manuiacrure or processmg of any food 
drug. cosmenc or device. as defined m 
section 201 of the Federal Fooo. Drug. 
and Cosmetic Act. mav contain transfer 
fluid With 50 ppm or greater PCB (0.005"t 
on a dry weight &asis). 

(4) Addition of fluids contammg PCB 
concentrations greater than 50 ppm JS 

prohibited. 
[51 Data obtamed as a resul: of 

paragraph (d)[1) of this section mus: be 
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retained for five years after the heat 
transfer system reaches 50 ppm PCB. 

(61 Each person who owns a heat 
transfer system" that contains PCBs must 
provide workers with gloves made of 
vi ton elastomer to protect workers from 
dermal exposdre to PCBs. 

(7) All persons who maintain a heat 
transfer system must wear viton 
elastomer gloves whUe doing 
maintenance work on that syste..'11. 

(e) Use m hydraulic systems. Alter 
July 1. 1984. mtentionally manufactured 
?CBs may be used in hydraulic systems 
m a manner other than a totally 
enclosed manner at a concentration 
level of less than SO ppm ;:>rovided that 
the requirements i.n paragraphs fe) (1) 
through (i) of this section are met. 

(1) Each person who owns a hydraulic 
system that ever contained PCBs at 
concentrations above 50 ppm must test 
for the concentration of PCBs i.n the 
hydraulic fluid of each system no later 
than November 1. 19i9, and at least 
annually thereaiter. All test sampling 
must be performed at least three months 
after the most ret::ent fluid refilling. 
When a test shows that the PCB 
concentration is less than 50 ppm. 
testing under this paragraph is no longer 
reqlllred. 

(2) Within six months of a test under 
paragraph (e)(1) of this section that. 
indicates that a system's fluid contains 
50 ppm or greater PCB (0.005% on a dry 
weight baSIS), the system must be 
drained of the PCBs and refilled with 
fluid containing less than 50 ppm PCB. 
Topping-Qff wllh hydraulic fluids 
contaimns PCB concentrations less tha.n 
50 ppm to reduce PCB c.oncentrat:ions is 
perm:i tted. 

(3) Addition of PCBs at concentrations 
of greater than 50 ppm is prohibited. 

(4) Hydraulic fluid may be drained 
from a hydraulic system and filtered, 
distilled, or otherwise serviced in order 
to reduce the PCB concentration below 
50 ppm. 

(5] Data obtained as a result of 
paragraph (e](1) of this section must be 
retained for five yeara after the 
hydraulic system reaches 50 ppm. 

(6) Each person who owns a hydraulic 
system that contains PCBs must provide 
gloves made of viton elastomer to 
protect workers from dermal exposure 
to PCBa.. 

(7J All peraons who maintain a 
hydraulic system that contams PCBs 
must wear viton elastomer sloves while 
doins maintenance work on that system. 

(i) Use in compressors and in the 
liquid of natural gas pipelines. PC& 
may be used iru:iefu:utely m the 
compressors and in the liquids of 

natural gas pipeline!! at a concentration 
level of less than 50 ppm provided that 
they are marked m accordance with 
§ 761.45(a). 

5. In~ i61.60. paragraphs (a](1). the 
intr-oductory text of (a)(4.) and (a)(5). 
(a](6). (b)(3). the introductory text of 
(b)(5), (bl(6). the introductory text of 
(c)(1J. (c)(3]. and (d)(1] are rev1sed to 
read as foilows: 

§ 761.60 Disposal requirements. 

(a) PCBs. (1) Except as provided in 
;:>aragraphs·(a) [2.), (3), (4), and (5) of this 
section. PCBs at concentrations oi 50 
ppm or greater must be disposed of in an 
incmerator which complies with 
~ 761.70. 

< • 

(4) Any non-liquid PCBs at 
concentrations of 50 ppm or greater in 
the form of contaminated soil. rags. or 
other debris shall be disposed of: 

(5) All dredged materials and 
municpal sewage treatment sludges that 
contain PCBs at concentrations oi 50 
ppm or greater shaU be disposed of; 

(6) When storase is desired prior to 
disposal. PCBs at concentrations of 50 
ppm or greater shall be stored in a 
facllity which eomplies with § ;'61.65. 

(b) • • • 

(3) PCB hydraulic machines. PCB 
hydraulic machines containins PCBs at 
concentrations of 50 ppm or greater such 
as die casting machines may be 
disposed of as municipal solid waste or 
safrcrge provided that the machines are 
dramed of all free-flowing liquid and the 
liqurd is disposed of in accordance with 
the provisions of paragraph (a) of this 
section. If the PCB liqu1d con tams 1000 
ppm PCB or greater. then the hydraulic 
machine must be flushed orior to 
disposal with a solvent containins less 
than 50 ppm PCB under transformer 
solvents at paragraph (b)(1)(i)(B1 of this 
section and the solvent disposed of in 
accordance with parasraph (a) of this 
section. 

(5) Other PCB !1rtides. PCB articles 
with concentrations at 50 ppm or greater 
must be disposed of: 

(6.) Storage of PCB Article6. Except for 
a PCB Article described in paragraph 
(b)(2)(ii1 of this section and hydraulic 
machines that comply Wlth the 
municipal solid waste disposal 
provis.i.ons descnbed in paragraph (b}(J) 
of this section. any PCB Article. w1th 
PCB c.ol'lCentrations at 50 ppm or greater. 

shall be stored in accordance Wlth 
§ i61.65 pMor to disposal. 

(c) PCB Containers. (1) t,;'niess 
decontaminated in compliance w1th 
§ 761.79 or as provided in paragraph 
(c)(2) of th1s section. a PCB con tamer 
w1th PCB concentrations at 50 ppm or 
greater shall be disposed of: 

(3) Prior to disposal. a PCB contamer 
with P<!B concentrations at 50 ppm or 
greater shall be stored in a fac:iity 
wh:ch compiies with § 761.65. 

(d) Spiils. [1) Splils and other 
uncontrolled dischargas of PCBs at 
concentrauons of 50 t'Pm or greater 
constitute the disposai of PCBs. 

6. In § 761..65 the foHowing 
introductory text is added at the 
beg1nnmg of the section: 

P61..65 Stof'lge for disposal. 

This section applies to the storage for 
disposal of PCBs at concentrations of 50 
ppm or greater and PCB Items with PCB 
concentrations of 50 ppm or greater. 

7. In § 761.70. the followins 
introductory text is added to the 
beg1nnins of the section: 

§ 761.70 Incineration. 

This section applies to faCilities used 
to incmerate PCBs reqlll.red to be 
incinerated by this part. 

8 .. In § 761.75, the followins 
introductory text is added to the 
beginning of the section: 

§ 761.75 Chemical weetelandfllll. 
This section applies to facilities used 

to dispose of PCBs in accordance with 
the part. 

9. In § 761.180. the foilowins 
!ntrodu.ctorv text is added to the 
beginning o.f the .section: 

§ 761.180 Recorda and monitoring. 

This section contains record..keepmg 
and reportins reqwrements that apply to 
PCBs. PCB Items. and PCB storage and 
dispoeal facilities tba t are subject to the 
requirements of the part. 

10. In § 761.185. the section is revised 
and OMB control number 20i0-0008 is 
added to read as follows: 

§ 711S1.11S Certification program and 
rttttnUon « rtCOI'da by importel"'l and 
1Mr80M~tin9 PC8a in exeludeO 
manu~proee ..... 

(a) In addition to meeting the basic 
requ.iremeil.!:3 oi § 761.1([] and the 

I 
I 
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definition of excluded manufacturin:< 
processes at § 761.3. manufactu~ers ~ith 
processes madvertently genera t:::g PCBs 
and importers of products contambg 
madvertently generated PCBs must 
report to EPA any excluded 
manufactu..'ing process or imports for 
which the concent..~ation of ,PCBs m 
products leanng the manufacturing site 
or imported is greater than 2 mtcrograms 
per gram [2 11-&/g. roughly 2 ppm) for any 
:-esohable ges chromatographic >Jeak. 
Such reports must be filed by October 1. 
1984 or. if no processes or imports 
require reports at th~:< time. wit:>:.m 90 
days oi haYir:g processes or imports for 
which such reports are required. 

(b) Ma:Jufacturers required to repor1 
by paragraph [a) of this section must 
transrmt a letter notifying EPA of the 
number tho: type. and the location of 
excluded manufacturing processes in 
which PCBs are generated when the PCB 
level in products leaving any 
manufacturing site is greater t..~an 2 p.glg 
for any resolvable gas chromatographic 
peak. Importers required to report by 
paragraph [a) of this section must 
transmit a letter notifying EPA of the 
concentration of PCBs in imported 
products when the PCB concentration of 
products being imported is greater than 
2~J,g/g for any resolvable gas 
chromatographic peak. Persons must 
also certify the fol!oV~.ing: 

(1) Thei: compiiance v.ith all 
applicable requirements of § 761.1(f). 
including any applicable requirements 
for air and water releases and process 
waste disposaL 

[2) Whether determinations of 
compl:ance are based on actual 
monitoring of PCB levels or on 
theoretical assessments. 

(3) That such determinations of 
compliance are being maintained. 

(4) If the determination of compliance 
is based on a theoretical assessment. the 
letter must also notifv EPA of the 
estimated PCB conce-ntration levels 
generated and released. 

(c) Any person who reports pursuant 
to paragraph (a} of this section: 

(1) Must have performed either a 
theoretical analysis or actual monitonng 
of PCB concentrations. 

(2) Must maintain for a penod of three 
yea~s a her ceasing process opera lions 
or import a t:on. or for seven years. 
whichever is shorter, records contaming 
the following information: 

fil Theoretical anah:sis. 
Manufacturers records must include: the 
reaction or reac!Jons belie,.-ed to be 
generating PCBs: the levels of PCBs 
generated: and the levels of PCBs 
released. lrnporters records must 
include: the reaction or reactions 

believed to be generating PCBs and the 
levels of PCBs 101enerated: the baSIS ior 
all esi1ma lions -of PCB concentra twns: 
and the name and oualiflcations of <he 
person or persons performing the 
theoretical analvsis: or 

(ii) Actual mo'nitormg. (A) The method 
of analysis. 

[B) The results of the analvsis. 
mcluding data from the Quailty 
Assurance Plan. 

(C) Descnptwn of the sample matrix 
[D] The name of ~he analyst or 

analysts. 
[E) The data and time of the analysis. 
[F] Numbers for the lots from whlch 

the samples are taken. 
(d) The certificati-on required by 

paragraph [b) of this section must be 
signed by a responsible corporate 
officer. This certification must be 
maintained by each facihty or importer 
for a period of three years after ceasing 
process opera lion or importation, or for 
seven vears, whichever is shorter. and 
must be made available to EPA upon 
request. For the purpose of this section, 
a responsible corporate officer means: 

(1) A president. secretary, treasurer. 
or vice-president of the corporation in 
charge oi a principal busmess function. 
or any other person who performs 
similar policy or decision-making 
functions for the corpora twn. 

(2) The manager oi one or more 
manufacturing. production. or operating 
factlities empioymg more than 250 
persons or having grass annual sales or 
expenditures exceeding $.25.000.000 (in 
second quarter 1980 dollars), if authority 
to sign documents has been assigned or 
delegated to the manager in accordance 
with corporate procedures. 

(e) Any person signing a document 
under paragraph (d) of this section shall 
also make the following certification: 

I certify under penalty of law that this 
document and all attachments were prepared 
under my direction or supennsion in 
accordance with a system deslglled to assure 
tha! qualified personnel proper!' ga:her 
and evaluate infonnation. Based or. mv 
mquiry of the person or persons diredy 
responsible for :hP J<athenng 111tnrmal!nn. !he 
tnfonnation 1s. to the best of my knowledge 
and belief. true. accurate. and complete. I am 
aware that there are significant penalties for 
falsifying infonnation. induding the 
possibility of fines and 1mpnsonment for 
knowmg violauons. 
Oated::-------------
Signature: ------------

(!l This report must be submitted to 
the U.S. Environmental Protection 
Agency. Document Processing Center. 
P.O. Box 2070. Rockville. MD 20852. 
Attention: PCB Notification. This report 
must be submitted by October 1. 1984 or 

within 90 days of starting up processes 
or commencing importatiOn of PCf?s. 

(g) This ce~tifi::atlon process must be 
repeated whenever process conditions 
are significantly modified to make the 
previous certificatlon no longer valid 

(Approved by the Office of Manasement 
and Budget under control number W7CH)0()81 

11 Section 761.187 and OMB control 
number 2070....0008 are added to read as 
follows: 

§ 76 t.187 Reporting importers and by 
p<JMIOns generating PCBs In excluded 
manufacturing processes. 

In addition to meeting the basic 
requirements of § 761.1[f) and the 
definition of excluded manufacturing 
process at § 761.3. PCB-generatmg 
manufacturing processes or importers of 
PCB-containing products shall be 
considered "excluded manufacturing 
processes" only when the following 
conditions are met: 

(a) Data are reported to the EPA by 
the owner/operator or importer 
concerning the total quantity of PCBs in 
product from excluded manufacturing 
processes leaving any manufacturing 
site in any calendar year when such 
quantity exceeds 0.0025 percent of that 
site's rated capacity for such 
manufacturing processes as of October 
1. 1984: or the total quantity of PCBs 
imported in any calendar year when 
such quantity exceeds 0.0025 percent of 
the average total quantity of such 
product containing PCBs imported by 
such importer during the years 1978. , 
1979. 1980. 1981 and 1982. 

(b) Data are reported to the EPA by 
the owner/operator concerning the total 
quantity of inadvertently generated 
PCBs released to the air from excluded 
manufacturing processes at any 
manufacturmg site in any calendar year 
when such quantity exceeds 10 pounds. 

{c) Data_ are reported to the EPA by 
the owner/operator concemmg the total 
quantity of inad\'ertently generated 
PCBs released to water from excluded 
manufacturmg processes from any 
manufacturing site in any calendar year 
when such quantity exceeds 10 pounds. 

(d) These reports must be submitted to 
the U.S. Environmental Protection 
Agency. Document Ptocessmg Center. 
P.O. Box 2070. Rockville, Maryland 
20852. Attention: PCB Notification. 

(Approved by the Office of Management 
and Budget under control number W70-0008) 

12. Section 761.193 and OMB control 
number 207o-<l008 are added to read as 
follows: 
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§ 761.193 Maintenance of monitoring 
recordS l:ly persona who lm!)Ort, 
manufacture, procesa. distribute In 
commer<:ll, Ot UM chemicals containing 
inadvertently generated PCBa. 

(a) Persons who,.import. manufact..ue. 
process. distribute m commerce. or use 
chemicals contammg PCBs present as a 
result of inadvertent generauon or 
recycling who perform any actual 
monitoring of PCB concentrations must 
maintain records of any such momtormg 
for a period of three years after a 
process ceases operation or 1mporting 
ceases. or for seven years. which~ver is 
shorter. 

(b) Monrtoring records maintained 
pursuant to paragraph (aj of this section 
must contain: 

(1) The method of analysis. 
(2) The results of the analysis, 

including data from the Quality 
Assurance Plan. 

(3) Description of the sample matl:ix. 
(4) The name of the analyst or 

analysts. 
(5) The date and time of the analysis. 
(6) Numbel'9 for the lots from which 

the samples are taken. 
(Approved by the Office of Management 

and Budget under control number 20~1 
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